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DEPARTMENT  OF  AGRICULTURE 

Food  Safety  and  Inspection  Service 

9  CFR  Parts  301, 302, 303, 305, 306, 

307,  308, 312, 314, 316, 317, 318, 320, 
322,  325,  327,  331,  335,  and  381 

[Docket  No.  87-020P] 

Implementation  of  Improved 
Processing  inspection 

agency:  Food  Safety  and  Inspection 
Service,  USDA. 
action:  Pioposed  rule. 

summary:  The  Food  Safety  and 
Inspection  Service  (FSIS)  is  proposing  to 
amend  various  provisions  of  the  Federal 
meat  inspection  regulations  and  the 
poultry  products  inspection  regulations 
to  accommodate  improvements  planned 
for  its  system  of  inspection  as  applied  to 
establishments  that  prepare  meat  food 
products  and/or  process  poultry 
products  beyond  slaughter  and 
evisceration.  The  changes  proposed  in 
the  Federal  inspection  system  rely  in 
part  on  1986  amendments  to  the  Federal 
Meat  Inspection  Act  (FMIA)  (21  U.S.C. 
601  et  seq.)  and  is  authorized  by  the 
Poultry  Products  Inspection  Act  (PPIA) 
(21  U.S.C.  451  et  seq.).  The  1986 
amendments  permit  the  exercise  of 
greater  discretion  by  the  Secretary  of 
Agriculture,  through  the  Administrator 
of  FSIS.  in  utilizing  inspection  program 
resources  to  perform  inspection  in  each 
establishment  more  closely  related  to 
the  health  and  economic  risks  that 
establishment  presents  to  the  food 
supply,  (21  U.S.C.  455(b)  and  606(a)), 
including  the  discretion  to  provide  less 
than  daily  inspection  coverage. 
Therefore,  the  Federal  meat  and  poultry 
products  inspection  regulations  must  be 
amended  to  reflect  a  system  of 
inspection  in  which  the  frequency  and 
manner  of  inspection  may  vary  among 
inspected  establishments.  These 
changes  include  modiHcations  to 
various  rules  governing  agency 
organization,  procedure  and  practice, 
the  revision  of  terminology  in  existing 
regulations  incompatible  with  those 
changes,  and  the  addition  of  rules 
describing  the  essential  criteria  to  be 
used  by  FSIS  in  determining  the 
conditions  and  methods  of  inspection 
coverage  in  establishments  preparing 
meat  food  products  and/or  further 
processing  poultry  products.  The 
responsibility  of  regulated  industry 
members  to  prepare  or  process  meat 
food  products  or  poultry  products  only 
in  compliance  with  the  requirements  of 
the  FMIA  or  PPIA  and  the  prohibitions 
against  transactions  in  adulterated  or 
misbranded  products  or  products 


required  to  be  inspected  unless  they 
have  been  inspected  and  passed  (21 
U.S.C.  458(a)  and  610)  is  unchanged.  The 
standards  for  determining  whether  a 
meat  food  product  or  poultry  product  is 
adulterated  or  misbranded  (21  U.S.C. 

453  (g)  and  (h)  and  601  (m)  and  (n))  also 
are  unchanged. 

DATE:  Comments  must  be  received  on  or 
before  February  2, 1989. 

ADDRESSES:  Written  comments  to: 

Policy  Office,  Attn:  Linda  Carey,  FSIS 
Hearing  Clerk,  Food  Safety  and 
Inspection  Service,  U.S.  Department  of 
Agriculture,  Washington.  DC  20250.  Oral 
comments  to:  Judith  A.  Segal,  Director, 
Policy  and  Planning  Staff,  Food  Safety 
and  Inspection  Service,  U.S.  Department 
of  Agriculture,  Washington,  DC  20250, 
(202)  447-6525.  (See  also  “Comments” 
under  “SUPPLEMENTARY  INFORMATION.’*) 
FOR  FURTHER  INFORMATION  CONTACT: 

Dr.  Judith  A.  Segal.  (202)  447-6525. 
SUPPLEMENTARY  INFORMATION: 

Executive  Order  12291  and  Effect  on 
Small  Entities 

The  Administrator,  FSIS,  has 
determined  that  this  proposed  rule  is  not 
a  major  rule  under  Executive  Order 
12291.  It  is  not  likely  to  result  in  an 
aimual  effect  on  the  economy  of  $100 
million  or  more;  a  major  increase  in 
costs  or  prices  for  consumers,  individual 
industries.  Federal,  State,  or  local 
government  agencies,  or  geographic 
regions:  or  significant  adverse  effects  on 
competition,  employment,  investment 
productivity,  innovation,  or  the  ability  of 
United  States-based  enterprises  to 
compete  with  foreign-based  enterprises 
in  domestic  or  export  markets.  The 
Administrator  also  has  made  a 
determination  that  this  proposed  rule 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities,  in  accordance  with  the 
requirements  of  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354,  5  U.S.C. 
601  et  seq.). 

The  primary  basis  for  these 
determinations  is  the  fact  that,  as 
indicated  above,  instituting  improved 
processing  inspection  in  conjunction 
with  the  1986  discretionary  inspection 
amendments  fundamentally  involves 
modiHcations  in  the  utilization  of 
inspection  program  resources  and  not 
changes  in  the  basic  responsibilities  of 
regulated  industry  members.  Therefore, 
FSIS  does  not  expect  any  costs  or  other 
effects  of  the  proposed  rule  to  be  major 
or  to  have  signiflcant  adverse  impacts 
on  the  regulated  industries,  including 
small  businesses,  or  others.  The  types  of 
action  provided  for  by  the  proposed  rule 
constitute  implementation  of  (ingress’ 
direction  to  the  Department  to  more 


effectively  utilize  its  resources  in 
inspecting  operations  subject  to  an 
improved  processing  inspection  (IPI) 
system  so  that,  among  other  things,  it  is 
in  a  better  position  to  respond  to 
budgetary  constraints  and  industry 
growth  and  development. 

The  Agency  believes  that  no  major 
costs  to  the  regulated  industry  will  be 
generated  by  the  proposed  regulations. 

In  terms  of  the  general  costs  of  doing 
business,  it  is  true  that  IPI  reflects  the 
proposition  that  the  industry  should  no 
longer  rely  upon  inspectors  to  spot 
potential  problems  and  require 
correction  of  conditions  that  may  lead  to 
production  of  adulterated  or  misbranded 
product  and  this  means  many 
establishments  will  have  to  take  greater 
initiative  in  spotting  and  correcting 
potential  problems  in  their  plants  to 
avoid  producing  noncomplying  product. 
However,  since  the  law  already  requires 
that  the  plant  take  full  responsibility  for 
producing  product  in  compliance  with 
the  law  and  regulations,  this  result 
cannot  fairly  be  deemed  an  increased 
burden  on  plants  due  to  the  proposed 
rule.  In  fact,  one  of  the  Agency's  reasons 
for  instituting  a  new  type  of  processing 
inspection  is  to  avoid  having  inspection 
resources  used  as  a  substitute  for  plant 
initiative.  At  the  same  time,  the  fact  that 
the  plant  is  able  to  proceed  with  many 
of  its  activities  that  formerly  required 
the  presence  of  an  inspector  increases 
its  operational  flexibility.  FSIS  believes 
that  the  new  system  will  result  in  net 
benefits  to  the  industry. 

The  Agency  does  recognize  a 
responsbility  for  making  clear  to  the 
industry  how  inspection  will  be 
conducted  in  plants  under  the  new 
system.  Under  IPI,  plant  management 
will  have  greater  practical  knowledge  of 
the  way  in  which  inspection  will  be 
performed  in  its  plant  than  it  has  had 
under  the  traditional  system  of 
inspection.  Over  the  past  few  years, 

FSIS  has  developed  a  catalogue  of 
existing  inspection  procedures,  the 
Inspection  System  Guide  (ISG),  which  is 
to  be  systematically  applied  to  generate 
the  moriitoring  plans  inspectors  will  use 
in  individual  plants.  The  ISG  outlines 
the  legal  requirements  set  forth  in  the 
statutes  and/or  regulations  and  shows 
what  inspection  persoimel  look  at  in  the 
plant  to  determine  compliance  with 
those  requirements.  Under  IPI,  the 
establishment  will  be  provided  with  a 
copy  of  the  ISG  and,  thus,  will  know  in 
advance  what  inspection  tasks  apply  to 
the  process  and  procedures  performed 
in  its  plant.  All  inspectors  will  be  tasked 
under  the  same  plan  to  inspect  that 
establishment.  One  of  the  benefits  of 
this  more  objective  form  of  inspection  is 
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that  plants  will  have  more  explicit 
information  on  what  is  required  to  be  in 
compliance  and  that  those  requirements 
will  be  more  uniform  and  consistently 
administered  across  all  plants. 

In  summary,  FSIS  believes  that  the 
more  uniform  and  systematic  aspects  of 
the  IPI  system  make  it  more  cost- 
effective  for  industry  operations  as  well 
as  for  Agency  inspections.  However, 
there  are  certain  provisions  of  the 
proposed  regulations  which  could 
generate  new  costs  for  the  plant.  These 
costs  would  be  minor  and  are  described 
below. 

One  proposed  provision  is  that 
establishments  could  be  charged 
overtime  for  inspection  services  where 
an  inspector  arrives  at  a  plant  to 
conduct  inspection  tasks,  in  reliance  on 
the  approved  schedule  and  in  the 
absence  of  notice  of  any  changes  to  that 
schedule,  only  to  find  the  tasks  cannot 
be  performed  because  the  plant  is  not 
operating.  However,  such  a  charge  is  a 
cost  that  is  easily  avoided  altogether, 
and  other  changes  affecting  overtime 
would  provide  immediate,  substantial 
savings  to  most  establishments.  First,  it 
will  be  easier  to  avoid  unschedvded 
operations  that  are  subject  to  overtime 
because  the  proposal  would  provide  for 
inspection  coverage  without  charge  for 
all  scheduled  operations  conducted 
between  6:00  a.m.  to  6:00  p.m.,  Monday 
through  Friday — up  to  60  hours  per  week 
compared  to  ^e  40  hours  per  week 
provided  for  in  the  current  regulations. 
Second,  when  imscheduled  operations 
are  unavoidable,  many  if  not  most 
establishments  would  still  not  incur 
overtime  costs  for  inspection  coverage 
provided.  This  is  because  inspectors 
would  not  necessarily  have  to  be 
present  during  overtime  operations,  as  is 
generally  the  case  now.  Instead,  it  is 
expected  that  the  fi^quency  of  overtime 
charges  for  coverage  incurred  during 
unscheduled  operations  would  be 
roughly  proportional  to  the  frequency  of 
program  employees’  inspection  visits 
during  regularly  scheduled  operations. 

Another,  very  minor  cost  could  be  that 
involved  in  new  recordkeeping 
responsibilities.  Certain  activities  that 
formerly  required  inspector  presence, 
such  a  destruction  of  product  found  to 
be  adulterated  and  use  of  certain  labels, 
could  now  be  done  by  the  establishment 
without  waiting  for  an  inspector  to  be 
present,  as  long  as  adequate  procedures 
are  followed  and/or  records  are 
maintained.  Thus,  establishments  could 
destroy  their  adulterated  product 
instead  of  holding  it  until  an  inspector 
could  supervise  its  destruction,  if 
records  are  kept  that  will  permit 
monitoring  of  that  activity.  Similarly, 


labels  now  approved  by  the  inspector- 
in-charge  could  be  used  without  prior 
approval — saving  the  expense  and  time 
involved  in  obtaining  prior  approval 
from  FSIS  Headquarters — as  long  as 
FSIS  has  available  all  the  information  it 
needs  to  monitor  the  establishment  in 
that  area.  Such  records  are  normally 
retained  in  the  ordinary  course  of 
business  and  should  not  involve 
significant  new  costs. 

Some  additional  costs  could  also  be 
attributed  to  a  proposed  change  in  the 
requirements  regarding  transportation 
between  establishments  of  inspected 
and  passed  product  for  further 
processing.  Currently,  the  conveyance 
by  which  such  product  is  transported — 
e.g.,  railroad  car,  truck  or  other 
conveyance — must  be  sealed  with  an 
official  seal,  which  must  be  applied  and 
removed  by  an  inspection  program 
employee.  The  proposal  would  do  away 
with  that  seal  requirement  for  most  such 
products,  but  would  substitute  a 
requirement  that  the  product  be  shipped 
in  closed  containers  that  are  sealed 
(with  unofficial  seals)  by  the 
transporting  establishment  to  provide 
the  receiving  establishment  assurance 
that  the  shipment  has  maintained  its 
integrity  diuing  transportation.  The 
costs  of  the  new  requirement  for 
unofficial  seals  and  closed  containers 
should  not  be  substantial,  and  would  be 
offset  by  savings  to  affected 
establishments  by  not  having  to  rely  on 
and  wait  for  Inspection  Program 
employees  to  seal  and  open  such 
shipments. 

In  developing  the  regulatory  changes 
needed  for  full  implementation  of  its  IPI 
system,  including  the  Agency’s 
discretionary  authority  to  provide  less 
than  daily  processing  inspection 
coverage,  FSIS  has  considered  the 
potential  impact  on  all  affected 
businesses,  including  small  entities,  as 
well  as  on  the  Federal  government  and 
consumers  and  has  sou^t  to  minimize 
any  potential  negative  effects.  However, 
FSIS  is  interested  in  getting  comments 
concerning  the  possibility  of  negative 
impacts  that  might  result  fit)m  this 
proposed  regulation  and  the 
improvements  planned  for  processing 
inspection  procedures  as  outlined 
hereinafter. 

Comments 

Interested  persons  are  invited  to 
submit  comments  concerning  this 
proposal.  Such  comments  should  be  sent 
to  the  FSIS  Hearing  Clerk.  They  should 
refer  to  the  docket  number  located  in  the 
heading  of  this  document.  Any  person 
desiring  an  opportunity  for  oral 
presentation  of  views  as  provided  under 
the  Poultry  Products  Inspection  Act 


must  make  such  a  request  to  Dr.  Segal 
so  that  arrangements  may  be  made  for 
such  views  to  be  presented.  A  transcript 
will  be  made  of  all  views  presented 
orally.  All  written  and  oral  submissions 
made  pursuant  to  this  notice  will  be 
made  available  for  public  inspection 
between  9:00  a.m.  and  4:00  p.m.,  Monday 
through  Friday,  in  the  Policy  Office, 

Room  3171,  South  Agriculture  Building, 
14th  Street  and  Independence  Avenue, 
SW.,  Washington,  DC. 

Background 

The  Secretary  of  Agriculture’s  duties 
include  implementation  of  the  Federal 
Meat  Inspection  Act  (FMIA)  (21  U.S.C. 
601  et  seq.]  and  the  Poultry  Products 
Inspection  Act  (PPIA)  (21  U.S.C.  451  et 
seq.)  to  prevent  the  preparation  or 
processing  and  distribution  of  meat, 
meat  food  products,  and  poultry 
products  which  are  adulterated  or 
misbranded  or  not  properly  marked, 
labeled,  and  packaged  (21  U.S.C.  453  (gj 
and  (h),  457, 458,  601  (m)  and  (n),  607, 
and  610).  Responsibility  for  exercising 
the  functions  of  the  Secretary  contained 
in  the  FMIA  and  PPIA  has  been 
delegated  to  the  Administrator,  FSIS  (7 
CFR  2.17(g)  and  2.55(a)(2)).  Among  those 
functions  are  administration  of  the 
inspection  requirements  for  meat  food 
and  poultry  products  and  sanitation 
practices  in  establishments  preparing  or 
processing  such  products  for  distribution 
in  commerce  or  otherwise  subject  to 
inspection  under  the  FMIA  or  PPIA  (21 
U.S.C.  455, 456,  605,  606,  and  608)  and 
the  issuance  of  rules  and  regulations 
executing  provisions  of  these  Acts  (21 
U.S.C.  463(b)  and  621). 

In  November  1986,  the  Congress  of  the 
United  States  amended  the  inspection 
requirements  for  meat  food  products  in 
section  6  of  the  FMIA  (21  U.S.C.  606), 
pursuant  to  the  Processed  Products 
Inspection  Improvement  Act  of  1986, 
Title  IV  of  the  Futures  Trading  Act  of 
1986  (FTA)  (Pub.  L  99-641).  Rather  than 
requiring  the  Secretary  to  cause 
inspectors  appointed  for  that  purpose  to 
make  an  examination  and  inspection  of 
all  meat  food  products  prepared  for 
commerce  in  any  slaughtering,  meat¬ 
canning,  salting,  packing,  rendering,  or 
similar  establishment,  such  examination 
and  inspection  is  to  be: 

•  *  *  conducted  with  such  frequency  and  in 
such  manner  as  the  Secretary  considers 
necessary,  as  provided  in  rules  and 
regulations  issued  by  the  Secretary,  taking 
into  account  such  factors  as  the  Secretary 
considers  to  be  appropriate  *  •  •  [FTA 
section  403(a)]. 

Three  such  factors  are  specified  in  the 
statute:  The  nature  and  frequency  of 
processing  operations  at  an 
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establishment,  the  adequacy  and 
reliability  of  the  processing  controls  and 
sanitary  procedures  at  an  estabhshment, 
and  the  history  of  compliance  with 
inspection  requirements  in  effect  imder 
the  FMIA  by  the  operator  of  an 
establishment  or  anyone  responsibly 
connected  with  the  business  (i.e.,  any 
partner,  ofhcer,  director,  holder,  or 
owner  of  10  per  centum  or  more  of  its 
voting  stock  or  employee  in  a 
managerial  or  executive  capacity)  that 
operates  that  establishment. 

By  so  amending  the  FMIA,  Congress 
directed  the  Department,  for  a  6-year 
period,  ^  to  vary  the  frequency  with 
which  and  the  manner  in  which  meat 
food  products  are  examined  and 
inspected  based  on  considerations 
which  are  relevant  to  the  effective 
regulation  of  meat  food  products  and  the 
protection  of  the  public  health  and 
welfare.  Among  other  things,  inspection 
coverage  at  establishments  preparing 
such  products  for  distribution  in 
commerce  no  longer  must  be  provided 
on  a  daily  basis. 

The  legislation  also  reflects 
Congressional  recognition  that  full 
implementation  of  a  new  system  of 
government  inspection  of  post-slaughter 
processing  operations  will  take  time. 
Title  IV  and  the  amendments  made 
thereby  became  effective  on  the  date  of 
enactment  (November  10, 1986),  except 
that  sections  6,  9,  and  21  of  the  FMIA  (21 
U.S.C.  606, 609,  and  621),  as  in  effect 
immediately  before  that  date,  “apply 
with  respect  to  establishments  until  the 
Secretary  .  .  .  first  issues  rules  and 
regulations  to  implement  the 
amendments  made  by  section  403(a)” 
(FT A,  section  408).  To  assure  an  orderly 
transition  to  improved  processing 
inspection  and  to  encompass  the 
provisions  mandated  by  the  1986 
amendments,  FSIS’s  first 
implementation  action  was  the 
publication,  on  March  30, 1987,  of  an 
interim  final  rule  with  request  for 
comments  (52  FR 10028)  Aat,  as 
indicated  below,  initiated  a  period  of 
experimentation.  * 


‘  Not  later  than  6  years  after  the  date  of 
enactment,  Congress  is  to  evaluate  the  operation 
and  ejects  of  the  amendments  made  by  section  403 
of  the  FTA  for  the  purpose  of  determining  whether 
to  extend  or  modify  the  operation  of  such 
amendments  and  enact  such  legislation  as  may  be 
necessary  to  efficiently  and  effectively  carry  out  the 
FMIA  (FTA,  section  407). 

•  On  December  18, 1987,  FSIS  published  a  final 
rule,  with  a  minor  change  in  wording  for 
clarification  (52  FR  48084).  The  Federal  meat 
inspection  regulations  also  were  amended  to 
provide  for  the  waiver  for  limited  periods  of 
provisions  of  those  regulations  in  order  to  permit  (1) 
appropriate  and  necessary  action  in  the  event  of  a 
public  health  emergency  or  (2)  experimentation  so 
that  new  procedures,  equipment,  and/or  processing 
techniques  may  be  tested  to  facilitate  definite 


The  Department  supported  the  1986 
amendments  to  the  FMIA  because  it 
believes  that  the  efficiency  and 
effectiveness  with  which  die  meat 
inspection  program  utilizes  available 
resources  will  be  improved  by  its  being 
able  to  vary  the  firequency  and  the 
manner  of  inspection. 

Although  the  Congressional  action 
that  generated  the  need  for  this 
rulemaking  concerned  only 
establishments  regulated  under  the 
FMIA,  the  March  1987  rulemaking 
included  similar  operations  processing 
poultry  products.  Under  the  PPIA,  the 
Department  has  had  the  authority  to 
vary  the  frequency  and  the  manner  of 
government  inspection  in 
establishments  conducting  post¬ 
slaughter  and  evisceration  processing  of 
poultry  products.  In  particular,  section 
6(b)  (21  U.S.C.  455(b))  requires  the 
Secretary  to  cause  government 
inspectors  to  make: 

*  *  *  post  mortem  inspection  of  the 
carcass  of  each  bird  processed,  and  at  any 
time  such  quarantine,  segregation  and 
reinspection  as  he  deems  necessary  of 
poulti^  and  poultry  products  capable  of  use 
as  human  food  in  each  official  establishment 
processing  such  poultry  or  poultry  products 
for  commerce  or  otherwise  subject  to 
inspection  *  *  * 

To  date,  however,  the  rules  and 
regulations  and  other  aspects  of 
inspection  coverage  under  the  PPIA 
have  been  basically  comparable  to 
those  prescribed  pursuant  to  the 
narrower  pre-amendment  authority  in 
the  FMIA. 

The  Administrator  of  FSIS  believes 
that  the  frequency  and  the  manner  of 
reinspection  by  projgram  employees  of 
further  processed  poultry  products 
should  be  based  on  the  same  factors  as 
those  considered  appropriate  under  the 
amended  FMIA. 

Improved  processing  inspection  will 
fundamentally  change  how  FSIS 
conducts  its  inspection-related 
operations.  For  this  reason,  the 
Administrator  has  concluded  that  the 
actual  shift  fi^m  the  current  inspection 
system  to  IPI  must  be  accomplished 
carefully  and  deliberately,  over  a  period 
of  time,  to  minimize  unnecessary 
disruption  of  ongoing  inspection 
coverage  requirements  and  to  maintain 


improvements,  where  such  waivers  do  not  conflict 
with  either  the  purposes  or  the  provisions  of  the 
FMIA  (9  CFR  303.1(g)).  The  poultry  products 
inspection  regulations  already  included  such  a  rule 
(9  CFR  381.3(b)),  but  it  provided  for  only  those 
emergency  situations  that  are  "national”  in  scope. 
Since  such  waivers  also  may  better  enable  FSIS  to 
take  appropriate  and  necessary  action  in  response 
to  an  emergency  in  a  smaller  geographic  area  and 
the  focus  of  concern  here  is  assuring  adequate 
public  health  protection,  the  words  “public  health” 
were  substituted  for  “national." 


a  high  level  of  public  health  protection 
throughout  the  transition.  Therefore, 
before  undertaking  such  fundamental 
changes  to  the  meat  and  poultry 
inspection  system,  the  Administrator 
has  required  that  pilot  programs  be  set 
in  place  and  information  gathered  on  the 
various  facets  of  these  changes  and  their 
potential  effects  on  the  Federal 
inspection  system,  the  regulated 
industry,  and  consumers.  Initial  pilots 
tested  various  aspects  of  IPI  starting 
with  procedures  for  determining 
whether  and,  if  so,  to  what  extent  the 
intensity  of  Federal  inspection  coverage 
at  some  processing  establishments 
exceeds  that  which  is  necessary  and  for 
determining  appropriate  coverage  of 
operations  in  such  establishments. 

Therefore,  the  first  rules  and 
regulations  issued  to  implement  the 
amendments  made  by  section  403(a)  of 
the  FTA  to  section  6  of  the  FMIA  (21 
U.S.C.  606)  and  to  institute  a  comparable 
IPI  system  under  the  PPIA  consisted  of 
provisions  for  conducting  pilot  tests  in 
establishments  subject  to  Federal 
inspection  (9  CFR  303.2  and  381.3(c)-(e)). 

Although  pilot  testing  under  those 
provisions  continues,  the  Administrator 
has  determined  that  FSIS  now  has 
sufficient  information  to  propose 
regulations  that  will  permit 
implementation  of  its  improved 
processing  inspection.  The  proposed 
rule  would,  upon  being  made  final, 
rescind  the  provisions  previously  issued 
to  initiate  experimentation  with  IPI 
procedures  (proposed  removal  of  9  CFR 
303.2  and  381.3(c)-(e)).» 

Overview  of  the  Regulatory  Framework 
for  Improved  Processing  Inspection 

FSIS  intends  that  all  of  its  meat  and 
poultry  regulatory  activities  relating  to 
the  processing  of  meat  food  and  poultry 
products  in  official  establishments  will 
be  carried  on  under  IPI,  which  will 
encompass  and  implement  the 
provisions  of  the  1986  amendment  and 
will  replace  the  present  system  of 
inspection  for  all  processing  operations. 

Under  the  present  system  of 
inspection,  most  establishments  receive 
the  same  relative  intensity  of  inspection 
regardless  of  the  risk  they  present  to  the 
public.  In  the  FTA,  Congress  directed 
the  Department  to  implement  a  system 
of  inspection  under  which  inspection 
resources  would  be  allocated  to 
establishments  on  the  basis  of  the  public 
health  and  economic  adulteration  risk 


>  Further  information  on  the  results  of  pilot  testing 
to  date  under  those  provisions  is  available  for 
public  inspection  and  copying  in  the  Policy  Office 
(see  “ADDRESSES”);  additional  information  will  be 
available  after  that  pilot  testing  is  completed. 
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presented  by  those  establishments. 

Under  DPI,  then,  the  frequency  and/or 
manner  of  performing  Federal 
inspection,  i.e.,  the  intensity  of 
inspection,  will  be  more  closely  related 
to  die  risk  presented  by  a  particular 
establishment  than  it  is  under  the 
current  system  of  inspection. 

Although  this  rulemaking  anticipates 
that  changes  eventually  will  be  made  in 
both  the  manner  and  frequency  of 
inspection,  it  is  concerned  primarily 
with  regulation  changes  that  would 
permit  FSIS  to  vary  the  frequency  of 
inspection  visits  (and  of  the  in-plant 
inspection-related  tasks  performed  on 
such  visits]  based  on  the  risks  posed  by 
the  establishment  and  its  products.  FSIS 
is  not  planning  at  this  time  to  change  the 
manner  in  which  inspection  is 
performed  (that  is,  the  nature  of  the  in- 
plant  inspection-related  tasks  performed 
by  FSIS  personnel). 

Under  IPI,  the  plan  of  inspection 
developed  for  each  establishment  would 
use  only  existing  inspection  methods. 
Existing  inspection  methods  associated 
with  various  processing  operations  have 
already  been  identified  as  part  of  the 
Agency's  program  to  prepare  an 
Inspection  System  Work  Plan  (ISWP)  for 
all  establishments  not  operating  under 
an  approved  total  quahty  control 
program.  These  inspection  methods 
have  been  further  defined  and 
catalogued  in  a  recent  FSIS  publication, 
the  Inspection  System  Guide  (ISG).^  The 
ISG  is  a  management  tool  that  provides 
a  uniform  structure  for  the  assignment 
and  conduct  of  all  inspections  and 
reviews  of  establishments.  The  guide 
summarizes  existing  inspection 
requirements,  and  lists  ^e  specific 
inspection  tasks  and  activities  by  which 
inspection  program  personnel  will 
monitor  or  review  establishment 
compliance  with  such  requirements.  The 
ISG  identifies  specific  inspection-related 
tasks  relating  to  the  critical  control 
points  (CCPs)  that  apply  to  processing 
operations  generally.  The  ISG  also  lists 
the  current  standards  by  which  each 
CCP  is  measured.  Therefore,  application 
of  ISG-listed  inspection  methods  would 
not  in  and  of  itself  require  any  change  in 
establishment  procedures.  This  includes 
establishment  procedures  conducted  in 
conformance  with  an  FSIS-approved 
total  or  partial  quality  control  plan.  The 
inspection  plan  for  establishments 
operating  under  such  a  quality  control 
plan  will  be  tailored  to  conform  to  the 
TQC  or  PQC  plan  in  effect. 

*  The  ISG  is  available  for  review  at  the  office  of 
the  FSIS  Hearing  Clerk,  3in-South  Bldg., 
Washington,  DC,  between  9;00  a.m.  and  4:00  p.m. 
daily. 


Any  changes  in  the  manner  of 
performing  in-plant  inspection  tasks  that 
the  Department  might  want  to  institute 
in  the  future,  and  that  would  impose  any 
rights  or  obligations  on  establishments 
and/or  preclude  the  exercise  of 
discretion  by  on-site  FSIS  personnel, 
will  be  the  subject  of  notice  and 
comment  rulemaking  at  that  time. 

The  ISG  and  a  deficiency 
classification  guide  will  be  used  to 
verify  controls  and  document 
compliance  for  all  processing  operations 
under  IPI.  An  ADP  system  will  collect 
the  results  of  inspection  visits  and 
establish  a  cumulative  record  of 
establishment  performance  based  on  an 
evaluation  of  its  operational  control 
procedures.  The  frequency  at  which 
various  inspection  tasks  are  performed 
at  each  establishment  will  be  adjusted 
as  needed,  based  primarily  on 
performance  as  reflected  through  ADP- 
generated  inspection  plans.  However, 
other  factors,  such  as  plant  initiated 
production  changes  or  new  scientific  or 
technical  information,  also  may 
influence  the  firequency  of  in-plant 
inspection  tasks. 

In  addition  to  the  ISG  and  the 
deficiency  classification  guide  to  be 
developed,  the  Agency  plans  to  publish 
other  guidelines  ^at  will  be  used  in 
managing  inspection  under  IPI  and  to 
facilitate  the  application  of  the 
regulatory  criteria  being  proposed  in  this 
rulemaking.  All  such  guidelines  will  be 
available  to  the  public  before  the 
inspection  activities  with  which  they  are 
concerned  are  instituted. 

Criteria  Proposed  for  Risk  Evaluation 
and  Determination  of  Inspection 
Intensity 

Integral  to  the  Agency’s  IPI 
procedures  are  those  regulatory  and 
organizational  changes  that  will  permit 
processing  operations  to  be  inspected  at 
different  ^quencies  and  intensities. 

The  core  of  the  regulatory  framework 
is  a  set  of  criteria  that  can  be  used  to  (1) 
evaluate  the  risk  presented  by  each 
establishment,  and  (2)  determine  the 
appropriate  intensity  of  inspection  for 
each  establishment.  The  Agency  is 
therefore  proposing  in  this  rulemaking 
criteria  that  can  be  used  to  make  these 
determinations  (S§  302.4;  302.5;  381.4; 
381.8).  The  proposed  criteria  for 
evaluating  risk  and  determining 
intensity  will  be  applied  in  three 
procedures  as  follows: 

Procedure  1:  Documentation  of 
Compliance  History  and  Establishment 
Characteristics 

The  pilot  test  for  improving  the 
Agency’s  processing  inspection  utilized 
a  screening  document  completed  by 


inspectors  and  their  supervisors  to 
collect  information  on  an 
establishment’s  objective 
characteristics,  compliance  history  and 
effectiveness  in  controlling  its 
operations.  The  pilot  has  demonstrated 
that  this  screening  process  is  useful  for 
collecting  information  on  an 
establishment's  objective 
characteristics,  such  as  size  and 
complexity  of  its  production  process, 
and  on  its  compliance  history,  but  that  it 
is  not  reliable  for  making  determinations 
about  an  establishment’s  ability  to 
control  its  operations  and  sanitation. 
Therefore,  the  Agency  is  proposing  to 
limit  use  of  the  screen  to  docmnent 
establishment  characteristics  and 
compliance  history,  which  will  be 
considerations  in  determining  the 
appropriate  intensity  of  inspection.  This 
screen  would  be  updated  periodically. 
The  screening  document  and  the 
guidelines  used  to  make  determinations 
based  on  the  information  coUected  in 
this  document  will  be  available  to  the 
public  before  they  are  put  in  use. 

This  screening  process  will  utilize 
criteria  representing  two  of  the  three 
factors  included  in  section  6(a)(2)  of  the 
amended  FMIA  (21  U.S.C  606(a)(2]; 
section  403(a]  of  the  FTA);  history  of 
compliance  with  inspection 
requirements  (jiroposed  9  CFR 
302.5(b](l)(i)  and  381.8(b)(l)(i));  and 
nature  and  fiequency  of  processing 
operations  (proposed  9  CFR  302.5(b)(2) 
and  381.8(b)(2)). 

Procedure  2:  Evaluation  of  Competence 
to  Control  Operations 

The  second  procedure  is  an 
evaluation,  conducted  through  routine 
daily  inspection  visits,  of  the 
establishment’s  abUity  to  control  its 
production,  environment  and  product  to 
meet  regulatory  requirements.  The 
criteria  used  to  make  this  evaluation 
represent  the  third  factor  included  by 
Congress  in  the  FTA:  adequacy  and 
reliability  of  processing  controls  and 
sanitary  procedures  (proposed  9  CFR 
302.5(b)(l)(ii)  and  381.8(b)(l)(i)). 

The  Agency  believes  that  an 
examination  of  the  operations  at  CCPs 
in  each  establishment  is  the  best 
indicator  of  the  adequacy  and  reliability 
of  that  establishment’s  processing 
controls  and  sanitary  procedures.  For 
each  CCP  cmd  the  inspection  tasks 
associated  with  it,  the  Agency  will 
establish  a  standard  firequency  of 
inspection.  This  standard  fiequency  will 
approximate  the  frequency  at  which  the 
same  CCP  inspection  tasks  are 
performed  under  current  daily 
inspection,  but  will  also  reflect  the 
Agency’s  judgment  of  (1)  the  public 
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health  and/or  economic  adulteration 
risks  associated  with  CCP  failure,  and 
(2)  standard  performance  levels  (SPLs) 
representing  the  maximum  deficiencies 
an  establishment  can  have  if  it  is  to 
avoid  intensification  of  inspection  of 
that  CCP. 

When  improved  processing  inspection 
is  initially  implemented,  all 
establishments  will  be  under  at  least 
daily  inspection  and  all  CCPs  will  be 
covered  by  standard  frequencies. 
Changes  in  inspection  visit  schedules  for 
a  plant  and  frequencies  for  inspecting 
CCPs  in  the  plant  will  be  based  on  the 
results  of  successive  checks  of  the 
plant’s  controls  during  routine 
inspection  visits.  CCPs  with  similar 
characteristics  may  be  grouped  and 
moved  together  to  lower  or  higher 
intensities.  Successive  checks  of  a  CCP 
over  an  established  period  of  time 
resulting  in  a  performance  record  that 
does  not  fall  below  the  SPL  will  result  in 
such  checks  being  less  fi'equent. 
Successive  checks  over  an  established 
period  that  result  in  a  performance 
record  that  falls  below  the  SPL  will 
result  in  such  checks  being  more 
frequent.  Minimum  and  maximum 
frequencies  will  be  established  for  all 
CCPs.  No  establishment  will  be  on  an 
inspection  schedule  which  does  not 
permit  the  appropriate  fi'equency  to  be 
performed.  If  intensification  of 
inspection  is  called  for  but  the  maximum 
frequency  is  already  being  performed, 
the  number  of  inspection  tasks 
performed  for  the  subject  CCP  may  be 
increased. 

In  summary,  FSIS  intends  to  assign 
inspection  program  personnel  work  to 
be  performed  during  inspection  visits  on 
the  basis  of  the  risks  inherent  in  the 
process  and  the  cumulative  performance 
of  the  plant  in  controlling  the  process. 

Procedure  3:  Determining  Intensity  of 
Inspection  for  Each  Establishment 

Determinations  of  what  inspection 
intensity  is  appropriate  for  an 
establishment  will  reflect  cumulative 
performance  data  generated  by  all 
inspection  visits.  The  information 
generated  by  ADP-scheduled  inspection 
visits  reflects  an  establishment’s  routine 
control  over  its  operations  and  therefore 
normally  will  be  the  most  significant 
element  in  determining  the  ^quency  of 
future  inspection  visits.  However, 
inspection  program  personnel  may  visit 
a  plant  for  other  reasons  as  well,  and 
these  visits  also  may  produce  data 
affecting  the  intensity  of  inspection.  The 
Agency  may  deploy  resources  to 
conduct  other  inspection-related 
activities,  for  example,  to  spot-check 
operations  and  supplement  information 
generated  in  the  ADP  system,  to  deal 


with  establishment  deficiencies  or 
noncompliance,  and  to  provide  services 
such  as  export  certification  or  breaking 
of  official  seals. 

In  addition  to  performance  data 
generated  by  inspection  visits,  other 
elements  will  influence  the  intensity  of 
inspection:  compliance  history; 
establishment  characteristics  such  as 
size,  volume  of  production  and  other 
characteristics  that  affect  the  difficulty 
of  inspecting  the  establishment;  the 
significance  of  potential  public  health 
consequences  of  noncompliance; 
management  competence;  and  the 
availability  of  inspection  program 
employees. 

As  a  result  of  the  pilot,  the  Agency 
found  that  it  could  not  collect  reliable 
information  on  “management 
competence"  in  vacuo.  Although 
objective,  mechanically  applied  criteria 
must  be  supplemented  by  an  element  of 
subjectivity  and  reliance  on  the 
professional  judgment  of  inspection 
program  personnel,  the  “management 
competence”  criterion  was  too  di^icult 
to  define  much  less  apply  reasonably 
and  equitably  in  evaluating  the  risk 
presented  by  official  establishments. 
Therefore,  FSIS  will  consider 
management  competence  to  be 
indicated  by  the  establishment’s 
compliance  history  and  its  ability  to 
control  its  production  process, 
environment  and  product.  In  evaluating 
establishment  risk,  the  Agency  will 
make  no  judgments  on  “management 
competence”  outside  of  the  context  of 
the  establishment’s  past  and  current 
performance  in  meeting  regulatory 
requirements. 

Changes  Proposed  in  Requirements  to 
Accommodate  Improved  Processing 
Inspections 

In  some  cases  regulatory  requirements 
must  be  changed  to  permit  production 
activities  to  continue  when  an  inspector 
is  not  present  to  perform  a  task  which 
under  current  relations  requires  the 
presence  of  an  inspector.  ’The  changes  in 
these  proposed  requirements  are 
restricted  to  what  is  necessary  to 
compensate  for  the  reduction  in 
inspector  presence  in  a  way  which 
maintains  public  protection  and  does 
not  unduly  inhibit  industry  productivity. 
The  number  of  these  kinds  of  changes 
being  proposed  is  small.  It  is  FSIS’s 
intent  to  propose  in  this  rulemaking  only 
those  changes  necessary  to  implement 
the  IPI,  most  notably  those  changes 
required  to  implement  “discretionary 
inspection”  authority  under  the  FTA. 

'The  regulations  will  continue  to 
require  that  certain  in-plant  inspection 
related  activities  be  conducted  only  by  a 
program  employee,  regardless  of 


whether  an  establishment  has  been 
determined  to  be  one  not  requiring  daily 
inspection.  For  example,  only  an 
inspection  program  employee  may 
remove  a  “U.S.  Rejected”  tag  applied  to 
insanitary  equipment  or  rooms  under 
§  308.15  or  a  “U.S.  Retained”  tag  applied 
to  products  suspected  to  be  adulterated 
or  misbranded  imder  §  318.2,  and  only 
an  inspection  program  employee  may 
complete  an  export  certificate  as 
provided  for  under  Part  322. 

Furthermore,  other  in-plant  activities 
may  require  that  an  inspection  program 
employee  be  at  the  establishment  and 
therefore  will  require  some  form  of 
notification  be  given  to  FSIS.  For 
example,  establishments  have  to  notify 
FSIS  if  they  wish  to  conduct  operations 
outside  their  approved  schedules  of 
operations  so  ^at  Federal  inspection 
coverage  can  be  provided  as  needed 
under  §S  307.4(d)(3)  and  381.37(d)(3).  In 
addition,  establishments  would  have  to 
notify  FSIS  of  schedule  deviations  that 
involve  cancelling  of  scheduled 
operations  to  avoid  possible  overtime 
costs  that  may  be  incurred  in  providing 
inspection  coverage  during  the 
scheduled  hours  of  operation. 

Establishments  fi'equently  need  to 
conununicate  with  program  employees 
for  a  variety  of  reasons.  However,  as  a 
result  of  the  discretionary  inspection 
element  of  IPI,  establishments  will  not 
be  able  to  predict  when  or  if  a  Federal 
inspector  will  visit  the  plant  on  a  given 
day.  'Therefore,  FSIS  directives  will 
address  inspection  program  employees’ 
responsibilities  with  regard  to 
establishing  and  maintaining 
communications  with  establishment 
personnel  and  guidance  will  be  given  to 
individual  establishments  regarding 
whom  they  should  contact  and  when.  In 
any  event,  FSIS,  in  implementing  IPI, 
will  make  every  effort  to  minimize  any 
burden  or  inconvenience,  including  that 
involved  in  initiating  communication 
with  program  employees  in  various 
situations. 

Proposed  Restatement  of  Requirements 

The  reduction  of  Federal  inspector 
presence  in  plants  makes  it  necessary  to 
re-state  some  current  regulatory 
requirements  that  are  not  expressed  in 
term  of,  or  otherwise  associated  with, 
the  continual  presence  of  such  an 
inspector.  'This  rulemaking  is  proposing 
editorial  changes  in  these  regulations  to 
clarify  that  these  requirements,  although 
expressed  in  terms  associated  with  the 
daily  presence  of  such  an  inspector, 
have  not  been  changed  even  where 
inspector  presence  has  been  reduced, 
and,  further,  to  clarify  that  the 
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responsibility  for  compliance  with  these 
regulations  rests  on  the  establishment. 

Proposed  Conforming  and  Terminology 
Chwges 

Other  changes  in  the  regulations  have 
been  proposed  to  broaden 
organizational  terms,  e.g.,  changing 
"inspector”  to  “inspection  program 
personnel"  to  accommodate  any 
changes  in  the  organization  of  Agency 
resources  that  may  be  needed  to  support 
a  system  of  inspection  where  Federal 
inspector  presence  is  used  less  to 
achieve  regulatory  compliance. 

Similarly,  the  phrase  “supervised  by 
Program  employees,"  although  it  has 
been  subject  to  interpretation,  connotes 
to  most  that  some  physical  presence  by 
a  program  employee  is  required  as  an 
indicia  of  “supervision."  This  concept  is 
at  odds  with  IPI  where  the  conditions 
and  methods  of  inspection  coverage  will 
vary  and  may  include  "less  than  daily 
coverage”  where  the  program  has 
determined  that  a  program  employee 
need  not  always  be  present  in 
circumstances  where  previously 
“supervision"  was  required.  In  such 
cases,  the  requirement  is  more  aptly  put 
as  conducted  under  appropriate 
inspection  coverage.  (See  proposed 
subparagraph  (1)  of  9  CFR  307.4(b]  and 
381.37(b).)  These  changes  conform 
existing  regulations  to  proposed 
changes,  eliminate  obsolete  language, 
and  perform  similar  non-substantive 
functions. 

Program  Changes  Not  Part  of  This 
Ridemaking 

FSIS  is  planning  to  use  some  new 
resource  configurations  under  IPI.  This 
is  likely  to  involve  changes  in  staffing 
procedures,  supervisory  responsibilities, 
information  processing,  and  similar 
changes  which  do  not  affect  regulatory 
requirements.  For  example,  the  Agency 
is  planning  to  modify  its  practice  of 
assigning  one  employee  to  an 
establishment  as  an  inspector-in-charge 
and  plans,  when  appropriate,  to  assign 
inspection  visits  to  one  establishment  on 
a  random  basis  to  different  inspection 
employees.  Also,  the  Agency  plans  to 
collect  and  store  in  an  ADP  system  the 
results  of  inspection  visits.  When  the 
exact  nature  of  these  changes  has  been 
determined  through  pilot  testing.  Agency 
procedures  will  be  set  forth,  as  they  are 
under  the  current  system,  in  Agency 
directives.  Such  directives  will  concern 
the  procedures  by  which  government 
allocates  its  resources.*  Nonetheless, 


*  Section  553  of  the  Administrative  Procedure  Act 
(APA]  exempts  from  notice  and  comment 
rulemaking  requirements  “interpretative  rules, 
general  statements  of  policy,  or  rules  of  agency 


Agency  directives  that  describe  these 
changes  and  set  forth  any  new  Agency 
procediues  will  be  available  to  the 
public  before  the  inspection  procedures 
with  which  they  are  concerned  are 
instituted. 

Description  of  Proposed  Regulations 

Risk  Evaluation  and  Determination  of 
Inspection  Intensity 

The  Administrator  believes  that  the 
factors  used  in  assessing  the 
performance  of  an  establishment  (9  CFR 
303.2(b)(1)  and  381.3(d)(1))  and  its 
characteristics  (9  CFR  303.2(b)(2)  and 
381.3(d)(2))  during  the  period  of 
experimentation  should  be  applied  by 
the  meat  and  poultry  inspection  program 
in  making  determinations  as  to  the 
appropriate  intensity  of  government 
inspection  of  meat  food  products  and/or 
poultry  products  processed  beyond 
slaughter  and  evisceration  in  all 
establishments  preparing  or  processing 
such  products.  For  purposes  of  both 
meat  food  product  and  poultry  product 
inspection,  the  criteria  specified  would 
take  into  account  the  factors  included  in 
section  6(a)(2)  of  the  amended  FMIA  (21 
U.S.C.  606(a)(2):  section  403(a)  of  the 
FTA):  (1)  Nature  and  fi«quency  of 
processing  operations  (proposed  9  CFR 
302.5(b)(2)  and  381.8(b)(2));  (2)  the 
adequacy  and  reliability  of  processing 
controls  and  sanitary  procedures 
(proposed  9  CFR  302.5(b)(l)(ii)  and 
381.8(b)(l)(ii);  and  (3)  the  history  of 
compliance  with  inspection 
requirements  (proposed  9  CFR 
302.5(b)(l)(i)  and  381.8(b)(l)(i)). 

Proposed  §  S  302.5  and  381.8  of  the 
Federal  meat  and  the  poultry  products 
inspection  regulations  (proposed  9  CFR 
302.5  and  381.8),  respectively,  provide 
generally  that  the  inspection  program 
shall  base  the  fi'equency  and  the  manner 
of  government  inspection  of  such 
products  on  considerations  relevant  to 
effective  regulation  of  meat  food 
products  and  poultry  products  and 
protection  of  ffie  health  and  welfare  of 
consumers.  It  is  intended  that 
determinations  as  to  the  fi'equency  of 
inspection  would  be  based  upon  the 
program’s  evaluations  of  the 
performance  and  the  characteristics  of 
individual  establishments  in  which  meat 
food  products  and/or  poultry  products 
are  made  from  livestock  previously 
slaughtered  and/or  poulby  previously 
slaughtered  and  eviscerated  in  official 
establishments  (proposed  9  CFR  302.5 
(a)  and  (b)  381.8  (a)  and  (b)).  For  each 
such  establishment,  the  inspection 
program  would  determine  what 


organization,  practice  or  procedure  *  *  *“  (5  U.S.C. 
553(b)). 


conditions  and  methods  of  inspection 
coverage  of  operations  are  appropriate, 
based  on:  (1)  Its  evaluation  of  the 
characteristics  of  that  establishment,  (2) 
the  procedures  used  in  that 
establishment  to  control  the  production 
process,  environment,  and  resulting 
product  in  order  to  assure  and  monitor 
compliance,  (3)  the  significance  of 
potential  public  health  consequences  of 
noncompliance,  (4)  the  competence  of 
the  person  conducting  operations  at  that 
establishment,  and  (5)  the  availability  of 
meat  and  poultry  inspection  program 
employees  (proposed  9  CFR  302.5(c)(1) 
(i)-(v)  and  381.8(c)(1)  (i)-{v)). 

In  preparing  for  the  initial 
experimentation  period  for  improved 
processing  inspection,  FSIS  drew  upon 
its  experience  in  allocating  inspection 
program  resources  to  provide  Federal 
inspection  at  a  wide  variety  of 
establishments,  each  to  some  degree 
unique  and  different  fi'om  the  others  to 
develop  tentative  guidelines  for  use  in 
making  determinations  about  the 
conditions  and  methods  of  inspection 
coverage  of  operations  in 
establishments  included  in  pilot  tests. 
Thus,  for  example,  in  assessing  the 
complexity  of  processing  operations  (see 
proposed  9  CFR  302.5(b)(2)(i)  and 
381.8(b)(2)(i)),  FSIS  has  been 
categorizing  operations  as  involving 
product  preparation  or  processing  Aat  is 
“simple”,  “medium”,  or  “complex”  by 
applying  FSIS  Directive  1030.2.*  FSIS 
also  has  been  utilizing  a  three  category 
approach  in  assessing  certain  other 
establishment  characteristics:  the 
volume  of  resulting  product  (highest 
total  product  volume  during  any  qi,arter 
within  the  preceding  year  as  less  than 
60,000;  60,000  to  1,000,000;  or  more  than 
1,000,000  pounds),  the  size  of  the 
establishment  (less  than  12,000;  12,000  to 
80,000;  or  more  than  80,000  square  feet), 
and  the  scope  of  any  livestodc  slaughter 
or  poultry  slaughter  and  evisceration 
operations  (none,  part  time,  or  full  time) 
also  being  conducted  (but  to  which  IPI 
will  not  apply)  at  an  establishment 
which  prepares  meat  food  and/or 
processes  poultry  products  beyond 
slaughter  and  evisceration  (i.e.,  a 
“combination”  establishment)  (see 
proposed  9  CFR  302.5(b)(2)  (iii),  (iv),  and 
(vi)  and  381.8(b)(2)  (iii),  (iv),  and  (vi). 
FSIS  also  has  been  considering  the 
firequency  with  which  operations  are 
conducted  and  what,  if  any,  food 
products  not  regulated  under  the  FMIA 
or  the  PPIA  also  are  prepared  or 
processed  there  (see  proposed  9  CFR 


■  Documentation  of  Processing  and  Combination 
Assignments,  4/22/85,  which  is  available  for  public 
inspection  and  cop>ing  in  the  Policy  Office. 
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302.5(bK2)  (ii)  and  (v)  and  381.8(b)(2))  (ii) 
and  (v)). 

As  the  Agency  gains  experience  in 
operating  under  IPI  and  the  nature  and 
scope  of  processing  operations 
conducted  at  inspected  establishments 
continue  to  change,  FSIS  expects  that 
these  guidelines  will  undergo  further 
refinement  or  other  modification.  FSIS 
plans  to  develop  a  directive  that  will 
include,  among  other  things,  guidelines 
for  assessing  the  characteristics  of 
establishments  regulated  under  IPI 
procedures.  FSIS  now  anticipates  that 
initially  the  establishment  characteristic 
guidelines  will  be  essentially  the  same 
as  those  used  during  the 
experimentation  period.  FSIS  will, 
however,  consider  relevant  comments 
submitted  in  response  to  this  proposal  in 
developing  that  directive,  which  vnll  be 
available  to  the  public  by  the 
completion  of  this  rulemaking. 

Under  fully  implemented  improved 
processing  inspection,  the  conditions 
and  methods  of  inspection  coverage 
would  be  tailored  to  the  public 
protection  risk  presented  by  a  particular 
official  establishment.  The  inspection 
program  would  consider  induing  less 
than  daily  coverage  by  inspection 
program  employees  as  part  of  the 
inspection  being  performed  in  a 
particular  establishment  if  and  only  if  its 
evaluation  of  an  establishment's 
performance;  (1)  Reveals  a  good 
compliance  history  and  (2)  evidences 
control  procedures  adequate  to  assure 
and  monitor  compliance  with  applicable 
regulatory  requirements  under  less  than 
daily  coverage. 

The  first  performance  criterion, 
compliance  history  (proposed  9  CFR 
302.5(b)(l)(i)  and  381.8(b)(l)(i)),  would 
include  assessment  of  both  the  nature 
and  frequency  of  noncompliance.  It  is 
anticipated  that  substantial  and  recent 
noncompliance  would  preclude  any 
significant  reduction  in  the  frequency  of 
inspection  activities  in  an 
establishment.  Noncompliance  would  be 
regarded  as  substantial  when,  for 
example,  it  involves  the  preparation  of 
adulterated  product  that  could  pose  a 
serious  public  health  threat  if  distributed 
to  consumers  or  recurring  failures  that 
could  be  considered  indicative  of  a  lack 
of  regard  for  the  public  health  or 
welfare;  and,  within  the  10-year  time 
limit  on  record  documentation,  the  more 
substantial  the  violation,  the  longer  it 
would  be  regarded  as  suffrciently  recent 
for  consideration. 

The  second  performance  evaluation 
criterion  would  be  an  assessment  of  the 
procedures  used  in  the  establishment  to 
control  the  production  process, 
environment,  and  resulting  product  in 
order  to  assure  and  monitor  compliance 


with  requirements  of  the  FhflA  or  PPIA 
and  rules  and  regulations  thereunder 
(proposed  9  CFR  302.5(b)(l)(ii)  and 
381,8(b)(l)(ii)). 

FSlS's  objective  in  making  this 
evaluation  of  risk  is  to  determine 
whether  there  are  adequate  indications 
that  the  probability  of  fuhu« 
noncompliance  is  low.  While  the 
inspection  program  might  modify  the 
conditions  and  methods  of  inspection 
coverage  at  any  establishment  (pursuant 
to  proposed  9  CFR  302.5(c)(1)  and 
381.8(c)(1)),  operations  requiring 
inspection  would  not  be  conducted 
under  less  than  daily  coverage  unless 
the  two  performance  evaluation  criteria 
are  met  (proposed  9  CFR  302.5(b)(1)  and 
381.8(b)(1)). 

Clarifying  and  Tenninology  Changes 

In  addition  to  amending  the 
regulations  to  include,  in  proposed 
9  9  302.5  and  381.8  (proposed  9  CFR  302.5 
and  381.8),  the  factors  and  criteria  to  be 
applied  in  evaluating  the  risk  and 
determining  the  appropriate  intensity  of 
government  inspection  for  each 
establishment,  other  portions  of  the 
regulations  must  be  amended  before  IPI 
can  be  fully  implemented.''  In  particular, 
the  Federal  meat  inspection  regulations 
(9  CFR  Chapter  m.  Subchapter  A)  and 
the  poultry  products  inspection 
regulations  (9  CFR  Chapter  m. 
Subchapter  C)  must  be  amended  to 
accommodate  an  organizational 
structure  that  is  appropriate  for  FSIS 
management  of  improved  processing 
inspection  which  provides  for  less  than 
daily  inspection  and  to  include 
additional  guidance  on  what  is  required 
for  compliance  with  requirements  of  the 
FMIA  and/or  the  PPIA  and  the  rules  and 
regulations  thereunder.  The  remainder 
of  this  preamble  presents  the  further 
amendments  to  the  Federal  meat 
inspection  regulations  (9  CFR  Parts  301- 
303,  305-308,  312,  314,  316-318,  320,  322, 
325,  327,  331,  and  335)  and  the  poultry 
products  inspection  regulations  (9  CFR 
Part  381,  Subparts  A,  B,  E-4i,  M-O,  Q,  T, 
V,  and  X),  organized  by  correspondii^ 
pai;s  and  subparts  of  ^ose  relations, 
that  FSIS  is  proposing  in  cormection 
with  its  implementation  of  IPI  in 
establishments  that  prepare  meat  food 
products  and/or  process  poultry 
products  beyond  slaughter  and 
evisceration. 

''  Proposed  modifications  to  the  Federal  meat 
inspection  regulations  would  implement 
amendments  to  sections  6, 9,  and  21  of  the  FMIA  (21 
U.S.C.  SOS,  609.  and  621;  see  sections  403  (a)  and  (d) 
of  the  FTA). 


Definitions:  Part  301  and  Part  381, 

Subpart  A 

FSIS  is  proposing  to  modify  provisions 
of  99  301.2  and  381.1(b)  of  the  Federal 
meat  and  the  poultry  products 
inspection  relations  (9  CFR  301.2  and 
381.1(b)).  respectively,  to  assure  that 
they  include  a  consistent  and  accurate 
set  of  terms  which  adequately  account 
for  modifications  in  the  structuring  of 
inspection  program  functions  that  are 
anticipated  under  IPI  while  continuing  to 
be  suitable  for  the  system  of  ante-  and 
post-mortem  inspection,  which  is  not 
being  changed.  Tlie  regulations  now  use 
a  variety  of  terms  in  referring  to  the 
inspection  program  and  personnel 
performing  inspection  program 
functions.  The  proposed  rule  would 
utilize  tenninology  more  uniformly  and 
build  on  the  “Inspection  Program”  as  the 
basic  program  and  persoimel  unit 

The  amendments  that  would  be  made 
by  this  proposed  rule  generally  use 
“Inspection  Program  employee”,  rather 
than  “Program  employee”,  “Inspection 
Service  employee”,  “inspector”,  and 
“inspector  in  charge”,  or  "Inspection 
Program  supervisor”,  rather  than  "circuit 
supervisor”,  terminology  when  referring 
to  personnel  responsible  for  making 
various  determinations  or  taking  other 
actions  either  within  or  outside  of 
official  establishments.  These  proposed 
amendments  reflect  FSIS’s  expectation 
that  the  structure  of  its  field 
organization  will  change  over  time.  In 
particular,  for  some  types  of  inspection 
coverage,  FSIS  intends  to  move  away 
from  the  current  practice  of  assigning 
particular  in-plant  inspection  program 
personnel  to  a  particular  official 
establishment  preparing  meat  food 
products  or  furiher  processing  poultry 
products.  Instead,  the  Agency  will  begin 
organizing  inspection  program 
employees  into  units  that  will  perform 
inspection  program  functions  in  a 
number  of  official  establishments  under 
the  supervision  of  designated  inspection 
program  personnel.  The  inspection 
program  supervisors  designated  for 
particular  establishments  will  be 
identified  and  such  identifications  will 
be  kept  current  (As  indicated  below, 
other  inspection  program  employees 
also  will  be  desi^ated  as  having 
responsibility  for  certain  functions.) 

Proposed  amendments  would  clarify 
that  the  “Inspection  Program”  is  the 
organizational  unit  within  the 
Department  having  responsibility  for 
carrying  out  the  relevant  statutory 
provisions  and  the  rules  and  regulations 
thereunder  (proposed  amendments  to  9 
CFR  301.2(f)  and  381.1(b)(26)).  Because 
FSIS  is  not  proposing  to  amend  all  of  the 
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regulations  that  currently  include  the 
terms  “Program”  and  “Inspection 
Service”  (i.e.,  provisions  of  the 
regulations  that  are  not  otherwise  being 
amended  to  reflect  the  change  to 
improved  processing  inspection),  these 
terms  would  be  retained  in  the  Federal 
meat  and  poultry  products  inspection 
regulation  definitions  (9  CFR  301.2(f)  and 
381.1(b)(26)),  respectively.  The 
regulations  would  be  amended  to 
provide  for  use  of  “Inspection  Program 
employee”  to  describe  “any  inspector  or 
other  individual  employed  by  the 
Department  or  any  cooperating  agency” 
who  is  authorized  “to  perform  any 
function  in  connection  with  the 
Inspection  Program”  (proposed 
amendments  to  9  CFR  301.2(h)  and 
381.1(b)(27)(i)),  but  the  terms  “Program 
employee”  and  “Inspection  Service 
employee”  would  not  be  deleted  from 
these  provisions. 

Meat  and  poultry  inspection  program 
employees  include  inspectors  in  charge. 
The  proposed  rule  would  amend  the 
existing  definitions  to  clarify  the  role  of 
an  “inspector  in  charge”  (IlC)  as  a 
distinctive  type  of  “Inspection  Program 
employee”  (proposed  amendments  to  9 
CFR  301.2(nnn)  and  381.1(b)(28)(ii)):  one 
who  is  “designated  as  having  primary 
responsibility  for  Inspection  Program 
functions  at  a  particular  official 
establishment.”  Among  other  things,  this 
would  delete  the  description  of  IIC's  as 
being  “in  charge  of  establishments 
subject  to  inspection  imder  the  FMIA. 
FSIS  views  that  phrase  as  particularly 
inappropriate  with  the  implementation 
of  a  system  of  inspection  which 
emphasizes  the  responsibility  of 
industry  members  to  operate  in 
compliance  with  regulatory 
requirements. 

The  proposed  rule  also  would  add  a 
definition  of  “Inspection  Program 
supervisor”  to  the  Federal  meat 
inspection  regulations  (proposed 
amendment  to  9  CFR  301 .2(k))  and 
would  modify  the  definition  of 
“Inspection  Service  supervisor"  in  the 
poultry  products  inspection  regulations 
(proposed  amendment  to  9  CFR 
381.1(b)(27)(ii))  to  include  any 
“Inspection  Program  employee  who  is 
delegated  authority  to  exercise 
supervision  over  one  or  more  phases  of 
the  Inspection  Program  at  a  designated 
level,”  with  information  identifying  such 
employees  available  fi'om  the 
Administrator.  Inspection  program 
supervisors  include,  among  others, 
circuit  supervisors.  The  proposed  rule 
would  modify  the  current  definitions  of 
“circuit  supervisor”  by  including  a 
functional  description  of  the  area  of 
responsibility  in  the  Federal  meat 


inspection  regulations  (proposed 
amendment  to  9  CFR  301.2(j)),  rather 
than  a  reference  to  the  “Circuit” 
definition  (see  proposed  amendment  to  9 
CFR  301.2^))  and  by  improving  the 
description  now  in  the  poultry  products 
inspection  regulations  and  integrating  it 
wiA  other  “Inspection  Program” 
definitions  (proposed  amendment  to  9 
CFR  381.1(b](51)(ii)):  an  Inspection 
Program  employee  “with  responsibility 
for  supervising  the  carrying  out  of 
Inspection  Program  functions  at  more 
than  one  official  establishment.” 
Similarly,  the  term  “area”  would  be 
revised  in  the  meat  regulations 
(§  301.2(mmm))  and  would  be  added  to 
the  poultry  regulations  ($  381.1(b)(63))  to 
define  “area”  as  the  organizational  unit 
to  which  “circuit  supervisors”  and/or 
other  inspection  program  supervisors 
report  since  this  definition  more  clearly 
describes  the  inspection  structure  under 
improved  processing  inspection. 

The  definition  of  U.S.  Retained” 
(proposed  S  301.2(fi))  would  be  revised 
to  state  that  disposition  of  U.S.  Retained 
product  requires  “further  evaluation  by 
an  inspection  program  employee  *  *  *“ 
instead  of  “filler  examination  by  an 
inspector.”  This  clarifies  that  disposition 
of  such  product  may  rest  upon  a 
physical  examination  of  the  product,  but 
also  could  rest  upon  an  evaluation  of 
factors  and  circumstances  extraneous  to 
the  product  (e.g.,  a  finding  that  an 
insanitary  condition  did  not  afiect 
certain  lots  of  product).  The  change  also 
reflects  the  change  from  a  system  where 
an  inspector  is  assigned  to  a  specific 
establishment  and  is  always  available 
for  such  functions  to  one  where 
inspection  program  personnel  are 
assigned  a  variety  of  inspection-related 
tasks  at  a  number  of  establishments  and 
may  not  be  available  at  any  one  time  to 
perform  such  functions  in  a  given  plant. 

The  only  other  amendments  being 
proposed  for  the  definitional  portions  of 
the  regulations  involve  the  scope  of  the 
application  of  improved  processing 
inspection.  The  proposed  amendment  to 
the  Federal  meat  inspection  regulations 
would  clarify  that  “further  processing” 
can  include  types  of  manufacturing  or 
processing  other  than  the  smoking, 
cooking,  canning,  curing,  refining,  or 
rendering  of  product  previously 
“prepared”  (including  slaughtered  (see  9 
CFR  301.2(y)))  and  that  such  previous 
preparation  may  have  taken  place  in 
one  or  more  official  establishments 
(proposed  amendment  to  9  CFR 
301.2(eee]).  The  proposed  amendment  to 
the  poultry  products  inspection 
regulations  would  include,  in  addition  to 
the  current  definition  of  “process” 
(which  includes  the  conduct  of 


operations  whereby  poultry  is 
slaughtered  or  eviscerated),  a  definition 
of  “further  processing”  as  referring  to 
“*  *  *  the  conduct  of  any  processing 
operation  or  combination  of  processing 
operations  other  than  ones  whereby 
poultry  is  slaughtered  and/or 
eviscerated”  (proposed  amendments  to 
9  CFR  3dl.l(b)(43j).  It  is  the  fi^quency 
and  manner  of  reinspection  of  further 
processed  poultry  products  that  will  be 
varied  under  IPI. 

Application  of  Inspection  Requirements: 
Part  302  and  Part  381,  Subpart  B 

As  discussed  earlier.  FSIS  is 
proposing  to  amend  these  portions  of  the 
regulations  by  adding  §§302.5  and  381.8 
(proposed  9  CFR  302.5  and  381.8),  which 
include  provisions  for  determinating  the 
risk  presented  by  different 
establishments  to  accommodate  changes 
in  the  conditions  and  methods  of 
inspection  coverage  appropriate  under 
IPI  (i.e.,  for  operations  other  than 
livestock  slaughter  and  poultry  slaughter 
and  evisceration).  The  poultry  products 
inspection  regulations,  in  §  381.4  (9  CFR 
381.4),  also  address  generally  the 
providing  of  inspection.  FSIS  is 
proposing  in  this  section  to  state 
generally  the  principle  concept  behind 
IPI,  that  conditions  and  methods  of 
inspection  will  differ  among 
establishments,  but  that  the 
Administrator  will  provide  written 
guidelines  to  inspection  program 
personnel  to  ensure  uniform,  efficient 
assignment  and  conduct  of  all 
appropriate  inspection  tasks  and 
activities,  and  that  such  guidelines  will 
be  available  to  establishments  and  the 
public  generally  (proposed  amendments 
to  9  CFR  381.4).  FSIS  believes  that  the 
Federal  meat  inspection  regulations  also 
should  address  generally  the  providing 
of  inspection.  Therefore,  those 
provisions  as  they  are  currently  in 
§  381.4  would  be  added  to  the  meat 
inspection  regulations  at  §  302.4 
(proposed  9  CFR  302.4).  (As  indicated 
above.  Subpart  B  of  Part  381,  as  well  as 
Part  303,  of  the  regulations  also  would 
be  amended  by  rescinding  the 
provisions  previously  issued  to  initiate 
experimentation  with  improved 
processing  inspection  procedures 
(proposed  removal  of  9  CFR  303.2  and 
381.3(c)-(e)).) 

Inspection;  Violations:  Part  305  and  Part 
381,  Subpart  E 

Since,  under  IPl,  the  inspection 
program  is  to  consider  the  history  of 
compliance  with  applicable  regulatory 
requirements  in  assessing  establishment 
performance  and  determining  the 
fi'equency  and  the  manner  of 
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government  inspection  (proposed  9  CFR 
302.5  (b](l)(i)  and  (c)(2)(i)  and  381.8 
(b)(l)(i)  and  (c)(2)(i)},  I^IS  is  proposing 
to  amend  §  §  305.6  cmd  381.28  of  Ae 
Federal  meat  and  the  poultry  products 
inspection  regulations  (9  CFR  305.6  and 
381.28),  respectively,  to  clarify  and 
express  consistently  their  scope.  Under 
the  proposed  rule,  Ae  obligation  to 
report  violations  would  be  stated  as 
extending  to  "Inspection  Program 
employees  and  o Aer  representatives  of 
the  Department,"  taking  into  account 
proposed  amendments  to  the 
“Inspection  Program”  definitions 
discussed  above  (proposed  amendments 
to  9  CFR  301.2  (f)  and  (h)  and  381.1 
(b)(26)  and  (27](i]).  In  addition,  the  scope 
of  misconduct  covered  by  the 
regulations  would  be  clarified  as 
including  all  statutory  violations  and 
“noncompliance  with  the  rules  and" 
regulations  under  the  FMIA  of  which 
such  persons  have  “knowledge  or" 
information  (proposed  amen^ent  to  9 
CFR  305.6)  and  noncompliance  with 
rules  as  well  as  regulations  under  the 
PPLA  of  which  they  have  knowledge  “or 
information”  (proposed  amendment  to  9 
CFR  381.28).  Also,  to  provide  for  greater 
flexibility  in  the  management  of  program 
personnel  and  anticipated  changes  in  its 
field  structure,  FSIS  is  proposing  to 
amend  §§305.4  and  381.27  of  the 
regulations  (9  CFR  305.4  and  381.27)  by 
replacing  references  to  “the  circuit 
supervisor"  and  the  IIC’s  “supervisor," 
respectively,  with  “an  Inspection 
Program  supervisor”  as  the  personnel 
with  responsibility  for  informing 
establishment  operators  of  regulatory 
requirements. 

Finally,  FSIS  is  proposing  to  amend 
Part  305  of  the  Federal  meat  inspection 
regulations  to  reflect  the  current 
language  of  section  6(b)(2)  of  the  FMIA 
(21  U.S.C.  606(b)(2)),  which  was 
amended  by  the  FTA  (section  403(a))  to 
provide  that  operators  of  official 
establishments,  as  well  as  any 
government  inspectors  there,  are 
required  to  condemn  all  meat  food 
products  foimd  to  be  adulterated  and 
destroy  such  products  for  human  food 
purposes.  The  proposed  rule  would 
amend  §  305.5(a)  of  the  regulations  (9 
CFR  305.5(a))  by  including  language  on 
failure  to  condemn  and  destroy  meat 
food  products  found  to  be  adulterated 
among  the  situations  in  which  the 
Administrator  is  authorized  to  withdraw 
inspection  (also  see  proposed 
amendments  to  9  CFR  335.11). 

Program  Personnel  Authorities:  Appeals: 
Part  306  and  Part  381,  Subpart  F 

In  view  of  the  anticipated  changes  in 
the  structure  of  its  field  organization  (as 
discussed  above),  FSIS  is  proposing  to 


amend  §  306.1  of  the  Federal  meat 
inspection  regulations  (9  CFR  306.1)  to 
provide  for  the  designation  of 
"Inspection  Program  supervisors  for 
specific  establishments"  (rather  than 
only  circuit  supervisors  to  whom 
assistants  may  be  assigned)  and  to 
amend  §  381.30  of  the  poult^  products 
inspection  regulations  (9  CFR  381.30)  to 
include  a  provision  for  the  designation 
of  Inspection  Program  supervisors  by 
the  Administrator.  Similarly,  to  provide 
adequately  for  the  range  of  personnel 
who  may  be  performing  inspection 
program  functions  in  an  establishment, 

§  306.2  of  the  Federtd  meat  inspection 
regulations  (9  CFR  306.2)  would  be 
amended  to  address  access  by 
“Inspection  Program  employees  *  *  *  to 
any  official  establishment  in  which  they 
are  authorized  to  perform  Inspection 
Program  functions"  rather  than  one  “to 
which  they  are  assigned.”  (The  poultry 
products  inspection  regulations  (9  CFR 
381.32)  already  provide  for  access  by 
“[a]ny  duly  authorized  representative  of 
the  Secretary.")  Section  306.3  of  the 
Federal  meat  inspection  regulations 
(proposed  amen^ent  to  9  CFR  306.3) 
also  would  be  amended  to  address 
admittance  in  terms  of  authorization  to 
perform  inspection  program  functions 
rather  than  assignment. 

In  addition,  FSIS  is  proposing  to 
amend  §§306.5  and  381.35  of  the  Federal 
meat  and  the  poultry  products 
inspection  relations  (9  CFR  306.5  and 
381.35),  respectively,  to  clarify  that  the 
provisions  for  appealing  label  reviews 
when  an  nc  is  assigned  to  the 
establishment  may  not  be  applicable 
because,  under  IPI,  processing 
establishments  would  no  longer  have 
their  own  assigned  IIC.  Under  IPI 
inspectors-in-charge  would  no  longer  be 
required  to  approve  certain  labels 
before  use  under  §  §  317.4(e)  and 
381.132(c)  (see  proposed  revisions  to 
those  sections  hereinafter). 

Inspection  Facilities;  Conduct  and 
Schedule  of  Operations:  Part  307  and 
Part  981,  Subpart  G 

In  view  of  anticipated  changes  in  the 
field  structure,  FSIS  is  proposing  to 
amend  §§  307.1  and  307.2  of  the  Federal 
meat  inspection  regulations  (9  CFR  307.1 
and  307.2)  by  deleting  the  reference  to 
inspector  assignment  (proposed 
amendment  to  9  CFR  307.1)  and  by 
providing  that  inspection  program 
supervisors  in  addition  to  circuit 
supervisors  will  be  responsible  for 
making  decisions  about  the  adequacy  of 
office  space  and  other  facilities  for 
“Inspection  Program"  use  (proposed 
amendments  to  9  CFR  307.1  and  307.2(d), 
(h),  (j),  and  (k);  see  also  proposed 
amendments  to  9  CFR  381.36(a)).  The 


conditions  and  methods  of  inspection 
coverage  in  establishments  subject  to  IPI 
are  expected  to  be  taken  into  account  in 
determining  facility  needs  under  §  307.1 
of  the  Federal  meat  and  §  381.36(a)  of 
the  poultry  products  inspection 
regulations  (9  CFR  307.1  and  381.36(a)). 

Sections  307.1  and  381.36(a)  of  the 
regulations  (9  CFR  307.1  and  381.36(a)) 
also  provide  the  Administrator  with  Ae 
discretion  to  relieve  small  plants 
“requiring  the  services  of  less  than  one 
full  time  inspector”  of  the  need  to 
furnish  facilities  for  program  employees 
where  adequate  facilities  are  available 
at  a  nearby  convenient  location.  FSIS 
believes  that  the  regulations  should 
continue  to  provide  for  small  plant  relief 
at  the  Administrator’s  discretion,  but 
that  the  quoted  criterion  is  not 
appropriate  for  a  system  of  inspection  in 
which  inspection  coverage  may  not  be 
by  an  inspector  assigned  to  a  particular 
establishment  and  the  frequency  and  the 
manner  of  government  inspection  will 
be  a  function  of  various  considerations 
(see  proposed  9  CFR  302.5  and  381.8). 
Therefore,  FSIS  is  proposing  to  delete 
this  criterion  fit)m  the  provision 
(proposed  amendments  to  9  CFR  307.1 
and  381.36(a)). 

Sections  307.4,  307.5  and  307.6  of  the 
Federal  meat  inspection  regulations  and 
their  counterparts  in  the  F^eral  poultry 
products  inspection  regulations 
(§§  381.37,  381.38  and  381.39)  deal  with 
requests  for  inspection  coverage  during 
plant  operations,  with  the  relationship 
between  inspectors’  tours  of  duty  and 
establishments’  hours  of  operation,  and 
with  distinguishing  routine  inspection 
service  provided  without  costs  to 
establishments  from  non-routine 
coverage  for  which  the  program  is  to  be 
reimbursed  by  the  establishment. 
Establishments  are  required  to  schedule 
in  advance  their  hours  of  operation  and 
have  those  schedules  approved  by  the 
program.  This  permits  Ae  program  to 
allocate  its  resources  as  may  be 
required  to  provide  needed  coverage, 
and  to  assure  the  establishment  that  the 
legally  required  inspection  will  be 
provided  so  that  the  establishment’s 
operations  may  be  conducted. 

FSIS  traditionally  has  attempted  to 
accommodate  all  reasonable  requests 
for  inspection  coverage,  although  in 
many  instances  this  has  resulted  in  the 
necessity  to  pay  (and  usually  to  seek 
reimbiu'sement  firam  establishments  for) 
overtime  services  provided  by 
inspection  program  personnel. 

The  scheduling  of  inspectors  to 
accommodate  establishments’  hours  of 
operations  has  been  a  comparatively 
simple  task  prior  to  the  discretionary 
inspection  provisions.  Generally,  the 


44827 


Federal  Register  /  VoL  53,  No.  214  /  Friday.  November  4,  1988  /  Proposed  Rules 


inspectors  assigned  to  an  establishment 
have  worked  the  same  hours  as  the 
establishment.  If  that  meant  the 
inspector  has  to  work  more  than  40 
hours  a  week  or  on  a  Federal  holiday, 
the  inspector  is  paid  overtime.  Under 
§  S  307.5  and  307.6  (and  $$  381.38  and 
381.39)  the  cost  of  such  overtime  is 
billed  to  the  establishment.  It  should  be 
noted,  however,  that  large  plants  that 
routinely  schedule  and  work  two  full 
shifts  usually  are  assigned  separate 
inspectors  for  the  second  shi^ 
inspectors  who  incur  no  overtime  and 
therefore  generate  no  charges  to  the 
establishment  for  overtime 
reimbursement.  This  has  resulted  in  an 
anomalous  situation  where  smaller 
establishments  and  those  less  able  to 
anticipate  their  hours  of  operation 
frequently  have  to  reimburse  FSIS  for 
overtime  incurred  after  8  hours  of 
operation,  even  though  larger 
establishments  operating  even  more 
hours  (two  full  shifts — as  much  as  16 
hours  per  day)  get  more  inspection 
service  at  no  additional  cost. 

Under  improved  processing 
inspection,  of  course,  inspectors  are  not 
assigned  just  to  certain  establishments, 
and  inspectors*  tours  of  duty  will  no 
longer  by  synonymous  with  the  hours  of 
operation  of  the  establishments  where 
they  conduct  their  inpiant  inspection 
activities.  Therefore,  FSIS  is  proposing 
to  amend  S  §  307.4  and  381.37  of  the 
Federal  meat  and  the  poultry  products 
inspection  regulations  (9  CFR  307.4  and 
381.37,  respectively)  so  that  the  schedule 
of  operations  requirements  now  in 
paragraphs  (a),  (b),  and  (c)  of  S§  307.4 
and  381.37  would  be  redesignated 
subparagraphs  (a)(1).  (a)(2)  and  (a)(3) — 
and  made  applicable  only  to  livestock 
slaughter  and  poultry  slaughter  and 
evisceration  operations  (proposed  9  CFR 
307.4(a)  and  381.37(a),  respectively). 

Proposed  SS  307.4(b)  and  381.37(b)— 
scheduling  of  operations  for 
establishments  other  than  slaughter/ 
slaughter  and  evisceration — ^wiU  rou^y 
parallel  proposed  $$  307.4(a)  and 
381.37(a).  Each  paragraph  (a)  and  (b) 
will  have  a  subparagraph  (1)  concerning 
the  general  requirement  for  inspection 
coverage  during  operations,  a 
subparagraph  (2)  reciting  the 
requirement  to  maintain  regularly 
scheduled  operating  periods,  and  a 
subparagraph  (3)  stating  that  FSIS  will 
provide  sudi  inspection  coverage 
without  charge  for  5  consecutive  8-hour 
days  within  the  administrative 
workweek  Sunday  through  Saturday, 
excluding  the  lunch  period.  Each 
subparagraph  (3)  also  will  continue  to 
state  that  the  Department  will  try  (in 
order  to  facilitate  program  management 


and  the  scheduling  of  assignments)  to 
adhere  to  a  basic  workweek  of  5 
consecutive  8-hour  days  Monday 
through  Friday,  and  that  “the 
Department  may  depart  from  the  basic 
workweek  in  those  cases  where 
maintaining  such  a  schedule  would 
seriously  handicap  the  Department  in 
carrying  out  its  function." 

However,  proposed  S§  307.4(b)  and 
381.37(b),  being  tailored  to 
accommodate  IPI  procedures,  will  differ 
from  proposed  {§  307.4(a)  and  381.37(a) 
in  a  number  of  ways.  Subparagraphs  (1) 
of  §S  307.4(b)  and  381.37(b)  would 
provide  that  “No  operations  other  than 
(slaughter  or  slaughter  and  evisceration) 
requiring  inspection  shall  be  conducted 
except  under  such  coverage  by 
Inspection  Program  employees  as  the 
Inspection  Program  deems  to  be 
appropriate  to  assure  effective 
regulation  of  (meat  food  products  or 
poultry  products)  in  commerce  and 
protection  of  the  public  health  and 
welfare.”  This  is  consistent  with  the  IPI 
concepts  reflected  in  proposed  $§302.5 
and  381.8.  The  existing  requirement,  to 
be  left  in  $$  307.4(a)(1)  and  381.37(a)(1), 
that  “No  operations  requiring  inspection 
shall  be  conducted  except  under  the 
supervision  of  a  Program  employee” 
would  now  apply  oidy  to  slaughter/ 
slaughter  and  evisceration 
establishments  where  an  Inspection 
Program  employee  still  must  be  present 
in  the  plant  during  all  operations. 

Subparagraph  (2)  of  proposed 
SS  307.4(b)  and  381.37(b)  would  be  much 
more  abbreviated  than  subparagraph  (2) 
of  proposed  SS  307.4(a)  and  381.37(a). 
Under  IPI,  the  Program  still  must  rely  on 
each  establishment  maintaining  a 
regular  schedule  of  operations  in  order 
to  provide  inspection  coverage,  but  the 
times  for  lunch  periods  and  rest  breaks 
within  shifts  no  longer  need  to  be 
dictated  because  under  improved 
processing  inspection  individual 
Inspection  Pro^am  employees* 
workdays  normally  would  no  longer  be 
tied  to  those  of  specific  establishments; 
their  work  schedules  would  be  dictated 
by  the  Inspection  Program  instead  of  by 
individual  establishments*  hours  of 
operation. 

Subparagraph  (3)  of  proposed 
§  §  307.4(b)  and  381.37(b)  would  provide 
for  significant  change  in  how  the 
Program  determines  what  inspection 
service  will  be  provided  free  of  charge 
and  what  inspection  service  will  be 
subject  to  reimbursement  from 
establishments  under  SS  307.5  and 
381.38.  It  will  continue  to  provide  that 
inspection  will  be  provided  during 
scheduled  operations  at  no  cost  to  the 
establishment  for  any  5  consecutive  8- 


hour  days  during  the  administrative 
workweek  Sunday  through  Saturday,  as 
is  presently  the  case.  However,  it  also 
provides  that,  alternatively,  inspection 
coverage  would  be  provided  without 
cost  during  operations  scheduled 
between  the  hours  of  6KX)  a.m.  and  6:00 
p.m.,  Monday  through  Friday — up  to  12 
hours  a  day  and  60  hours  per  week.  The 
Program*s  goal  in  providing  this 
alternative  is  to  encourage  as  m.'my 
establishments  as  possible  to  conduct 
their  operations  during  reasonably 
normal  working  hours.  The  planning  for 
and  scheduling  of  inspection  activities 
among  various  establishments,  and 
communications  between  Inspection 
Program  managers  and  employees, 
would  be  more  easily  accomplished  the 
more  establishments  keep  their 
operation  within  that  time  frame. 
Nonetheless,  if  the  management  of  an 
establishment  believed  that  operations 
had  to  be  conducted  outside  that  time 
frame,  FSIS  would  still  provide  up  to  5 
consecutive  8-hour  days  of  taxpayer- 
paid  inspection  within  the 
administrative  workweek,  as  is  now  the 
case. 

Furthermore,  it  is  expected  that  the 
program*s  policy  of  granting  two  full 
shifts  of  inspection  coverage  would  not 
apply  to  non-slaughter/evisceration 
operations  under  proposed  SS  307.4(b) 
and  381.37(b).  The  Program  no  longer 
would  routinely  grant  without  charge 
two  full  shifts  (16  hours  per  day)  of 
inspection  service,  6-hour8  more  than  is 
provided  for  establishments  that  operate 
less  than  two  full  shifts.  The  most  any 
such  establishment  would  be  able  to 
expect  under  IPI  would  be  12  hours  per 
day  of  inspection  service,  as  discussed 
above.  Because  inspectors  no  longer 
routinely  to  be  assigned  to  one 
establishment  exclusive  of  others,  and, 
therefore,  because  inspectors*  tours  of 
duty  are  to  be  determined  by  the 
Program  using  variables  in  addition  to 
establishments*  hours  of  operation,  there 
no  longer  is  any  justification  to  continue 
disparate,  more  favorable  treatment  for 
some  processing  establishments  simply 
because  they  conduct  two  full  shifts  of 
operations. 

As  proposed,  SS  307.4  and  381.37 
would  also  be  amended  by  deleting  the 
reference  to  SS  381.4(h)  and  381.145(h). 
These  referenced  sections  are  currently 
cited  in  SS  307.4(c)  and  481.37(c)  as 
containing  exceptions  to  the  rule  on 
specified  hours  of  operation  (during 
which  inspection  service  would  be 
provided  without  charge).  The 
referenced  sections  permit  processing 
establishments  operating  under  an 
approved  Total  Quality  Control  (TQC) 
system  to  conduct,  if  approved  by  FSIS, 
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operations  for  up  to  12  consecutive 
hours  per  shift,  subject  to  a  charge  for 
overtime  if  overtime  costs  are  incurred 
by  the  program  in  monitoring  operations 
aher  the  first  S-hours  per  day.  As 
discussed  hereafter  with  regard  to  Parts 
318,  and  381,  subpart  G,  this  special 
exception  for  TQC  hours  of  operation 
would  be  redundant  and  inappropriate 
under  IPI,  and  therefore  would  be 
deleted  from  the  regulations. 

Under  IPI,  it  will  be  even  more 
important  than  it  is  now  for 
establishments  to  ensure  the  program 
has  timely  and  accurate  information  on 
any  changes  to  establishment  work 
schedules.  Information  on  all  operations 
must  be  provided  early  enough  so  that 
the  program  can  assure  adequate 
coverage.  Accommodating  such  changes 
may  or  may  not  result  in  additional  on¬ 
site  inspection  activities  being  assigned 
and  inspection  program  employees 
having  tours  of  duty  modihed  and/or 
working  overtime.  Requests  for 
modihcations  would  have  to  be  made  as 
far  in  advance  as  possible  if  FSIS  is  to 
make  the  most  effective  use  of  its 
available  resources  and  if 
establishments  are  to  minimize  overtime 
situations.  The  regulations  already 
provide:  that  official  establishments 
must  submit  work  schedules  that  specify 
daily  clock  hours  of  operation  for 
approval  to  area  supervisors,  who  take 
into  account  the  efficient  and  effective 
use  of  inspection  personnel  in 
considering  whether  such  schedules  will 
be  approved;  that  official  establishments 
must  maintain  consistent  work 
schedules;  and  that  frequent  requests  for 
change  in  such  schedules  are  not  to  be 
approved  (9  CFR  307.4(d)(1)  and  (2)  and 
381.37(d)(1)  and  (2);  proposed 
§§  307.4(c)(1)  and  (2)  and  381.37(c)(1) 
and  (2)). 

FSIS  is  proposing  that  any  changes  in 
an  establishment’s  workweek  (in 
addition  to  work  schedule  changes 
involving  additions  or  eliminations  of 
shifts)  be  considered  signihcant  changes 
in  work  schedules  for  which  requests 
must  be  submitted  at  least  2  weeks  in 
advance.  (The  poultry  products 
inspection  regulations  already  so 
provide  (9  CFR  381.37(d)(2)).)  The 
proviso  to  this  subparagraph,  regarding 
approval  of  minor  deviations  from  daily 
operating  schedules,  would  be  amended 
to  permit  authorization  by  designated 
Inspection  Program  supervisors  as  well 
as  lie’s  (proposed  amendments  to  9  CFR 
307.4(c)(2)  and  381.37(c)(2)),  because 
there  no  longer  will  be  IIC’s  at 
processing  establishments.  Note  that 
“deviations”  include  decreases  as  well 
as  increases  in  hours  of  operation. 
Program  approval  also  would  be 


required  for  extensions  of  an 
establishment’s  operations  within  the 
same  workday  or  at  the  start  of  the  next 
workday,  as  is  now  the  case,  pursuant  to 
proposed  §  S  307.4(c)(3)  and/or 
381.37(c)(3)  of  the  regulations  (9  CFR 
307,4(c)(3)  and  381.37(c)(3)).  Requests  “to 
operate  outside  an  approved  work 
schedule,”  would  be  made  to  the 
“Designated  Inspection  Program 
supervisor,”  and  would  replace  requests 
for  inspection  service  for  “overtime 
work”  or  “overtime  service.” 

As  discussed,  although  inspection 
coverage  under  IPI  must  be  provided 
during  all  operations  the  timing  and 
frequency  of  that  inspection  is  governed 
by  FSIS — ^not  by  the  establishment. 
“Inspection  coverage”  under  IPI  would 
include  any  and  all  inspection  activity  at 
an  establishment  that  ffie  Program 
deems  necessary.  Implicitly,  even 
though  an  inspector  may  not  be  present 
during  all  operations,  the  Program  has  to 
be  able  to  have  one  or  more  inspectors 
present  to  conduct  all  inplant  inspection 
tasks  that  may  be  appropriate  during 
any  operations,  and  therefore  must  not 
only  have  approved  the  establishment’s 
schedule  of  operations,  but  also  must 
have  reasonable  notice  of  any  variations 
from  that  schedule. 

Proposed  §S  307.4(c)(1)  and 
381.37(c)(1)  will  retain  the  condition 
found  in  current  §S  307.4(d)(1)  and 
381.37(d)(1)  that  “in  consideration  of 
whether  the  approval  of  an 
establishment  work  schedule  shall  be 
given,  the  area  supervisor  shall  take  into 
accoimt  the  efficient  and  effective  use  of 
inspection  personnel.”  Although  this 
provision  has  seldom  been  invoked,  the 
Department  must  retain  the  discretion  to 
deny  inspection  and  thereby  preclude 
operations  when  inspection  resources 
are  not  available. 

Concomitant  amendments  to 
§§  307.5(a)  and  381.38(a)  of  the 
regulations  (9  CFR  307.5(a)  and 
381.3S(a)),  which  recite  those  instances 
when  reimbursement  for  inspection 
services  is  required,  would  be  amended 
to  include  costs  of  inspection  service 
furnished  outside  the  times  and  days 
specified  in  §  305.4(b)(3)  or  381.37(b)(3), 
that  is,  not  within  the  period  between 
6:00  a.m.  and  6:00  p.m.,  Monday  through 
Friday.  FSIS  believes  that  as  a  general 
principle,  overtime  costs  it  incurs  in 
accommodating  an  establishment’s 
special  needs-^y  providing  inspection 
coverage  during  unscheduled  operations 
as  well  as  in  other  situations  where 
overtime  must  be  paid  to  inspectors 
(e.g.,  on  Federal  holidays) — should  be 
recovered  from  that  establishment. 
Application  of  this  principle  to  overtime 
costs  incurred  by  the  program  under  IPI 


requires  an  approach  somewhat 
different  from  the  current  inspection 
system.  Because  of  the  discretionary 
authority  provided  by  the  1986 
amendment  to  the  FMIA,  imder  IPI 
inspection  program  employees’  tours  of 
duty  no  longer  would  be  directly  linked 
to  specific  establishment’s  scheduled 
hours  of  operations.  The  tour  of  duty  of 
an  individual  inspection  program 
employee  instead  will  reflect  the 
program’s  scheduling  of  various  tasks  to 
be  conducted  at  various  establishments 
over  a  period  of  time.  Under  IPI.  the 
progi'am  alone  determines  the  frequency 
and  intensity  of  inspection  coverage  at 
each  establishment.  Consequently,  the 
existing  overtime  billing  policies,  which 
are  premised  on  inspectors  being 
present  daily  in  specific  establishments 
during  operations  (overtime  as  well  as 
scheduled)  would  no  longer  be 
applicable.  The  fact  that  an 
establishment  operates  more  than  8 
hours  a  day  or  40  hours  a  week  would 
not  necessarily  mean  that  inspection 
program  employees  charged  with 
covering  the  plant  during  such  overtime 
operations  will  be  on  overtime  pay,  nor 
does  the  fact  that  the  program  must  pay 
overtime  to  assure  adequate  coverage  in 
various  establishments  necessarily  lead 
to  the  billing  of  overtime  to  such 
establishments. 

Therefore  §S  307.5(a)  and  381.38(a) 
would  be  amended  by  adding  two 
clauses  to  provide  for  two  new 
situations  in  which  overtime  costs 
would  be  billed  to  an  establishment. 

First,  these  regulations  would  be 
amended  to  expressly  provide  that 
inspection  program  employee  overtime 
will  be  billed  to  establishments  when 
such  overtime  is  incurred  and  is 
attributable  to  the  program 
accommodating  an  establishment’s 
request  for  inspection  coverage  outside 
(1)  the  hours  of  6:00  a.m.  and  6:00  p.m., 
Monday  through  Friday,  or  (2)  the  5 
consecutive  8-hour  days  otherwise 
requested  to  be  the  basic  workweek 
during  which  inspection  coverage  is 
provided  without  charge.  It  is  important 
to  note  that  overtime  will  be  billed,  as  it 
is  now,  only  when  it  is  actually  incurred 
by  the  Program.  Under  IPI,  the  program 
will  have  wider  discretion  as  to  when — 
or  if— an  inspection  program  employee 
must  be  at  the  establishment  during 
such  operations.  However,  the 
individual  inspector  conducting 
inspection  activities  on  an  overtime 
basis  need  not  have  been  in  that 
establishment  for  the  preceding  8  hours 
(see,  Roy  Bryant  Cattle  Co.  v.  U.S.,  463 
F.2d  418  (5th  Cir.,  1972)).  The  criterion 
for  billing  overtime  would  be  that  FSIS 
paid  overtime  to  accommodate 
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establishment  operations  conducted 
outside  the  basic  workweek,  as  that 
workweek  is  defined  under  proposed 
§  i  307.4(b)(3)  and  381.37(b)(3)  and 
incorporated  into  an  approved  schedule 
of  operations. 

Second,  overtime  costs  would  be 
billed  to  an  establishment  when  they  are 
incurred  during  an  establishment’s 
scheduled  hours  of  operation  when  an 
inspection  program  employee  attempts 
to  conduct  inspection-related  tasks  at 
the  establishment  but  finds  no 
operations  are  in  fact  being  conducted. 
For  deviations  from  approved  schedules 
that  involve  cancelling  of  scheduled 
operations,  reasonable  advance  notice 
will  be  required  to  preclude  the  charging 
of  overtime  to  recover  costs  the  Agency 
incurred  in  attempting  to  accommodate 
the  declared  schedule. 

These  provisions  and  related 
provisions  in  §§  307.6(b)  and  381.39(b)  of 
the  regulations  (9  CFR  307.6(b)  and 
381.39(b))  also  would  be  amended  in 
accord  with  changes  in  the  field 
structure,  and  these  sections  and 
§§  307.5(a).  307.6(a),  381.38(a),  and 
381.39(a)  of  the  regulations  (9  CFR 
307.5(a),  307.6(a),  381.38(a),  and 
381.39(a))  would  be  amended  to  make 
their  terminology  consistent  with  IPI. 

Sanitation:  Part  306  and  Part  381, 

Subpart  H 

Existing  regulations  require  that 
official  establishments  be  maintained  in 
a  sanitary  condition,  and  place  primary 
responsibility  for  that  on  the  official 
establishments  (9  CFR  §§308.3  and 
381.57  and  381.58).  However,  many 
establishments  have  come  to  rely  on 
inspectors  to  detect  and  ensure 
correction  of  any  insanitary  conditions 
and  practices.  Under  IPI  official 
establishments  would  no  longer  be  able 
to  rely  on  program  employees 
continuously  being  in  the  plant,  and 
must  on  their  own  volition  identify  and 
correct  potential  sanitation  problems  to 
prevent  the  production  of  adulterated 
product.  Conversely,  inspection  program 
persoimel  will  no  longer  be  able  to  rely 
on  preventative  measured.  Insanitary 
conditions  and  practices  may  be  found 
only  after  adulterated  product  has  been 
produced  resulting  in  the  need  to  use 
remedial  enforcement  tools  that 
generally  are  more  onerous  to  affected 
establishments. 

As  is  now  the  case,  inspection 
program  employees  conducting 
inspections  under  the  proposed 
regulations  will  continue  to  have  broad 
discretionary  authority  with  regard  to 
the  identification  of  insanitary 
conditions  and  practices  under  these 
provisions,  and  in  determining  whether 
and  to  what  extent  corrective  action 


must  be  taken  by  the  establishment. 

Such  action  may  include  prohibiting  the 
use  of  equipment  utensils,  rooms  or 
compartments  that  the  inspecting 
employee  finds  to  be  unclean  (9  CFR 
307.15  and  381.99),  or  the  retention  of 
product  suspected  of  having  been 
adulterated — or  condemnation  of 
products  determined  to  have  been 
adulterated — ^thereby  (9  CFR  318.2  and 
381.145;  also  see,  §§312.6  and  381.99). 
FSIS  recognizes  the  continuing  need  for 
a  close,  nonadversarial  working 
relationship  with  all  inspected 
establishments,  and  will  provide 
assistance  as  well  as  enforcement  in 
matters  relating  to  sanitation.  To  foster 
increased  efficiency  and  effectiveness, 
and  to  ensure  a  comprehensive, 
systematic  and  to  the  degree  possible 
uniform  approach  to  such  inspections, 
FSIS  management  will  provide  through 
its  directive  system  additional  direction 
and  guidance  to  its  personnel  regarding 
specific  inspection  tasks  and  procedures 
that  may  be  applicable.  Official 
establishments  are  and  will  continue  to 
be  provided  copies,  and  thus  actual 
notice,  of  any  and  all  such  FSIS 
directives  in  matters  affecting  their 
operations.  FSIS  will  work  directly  with 
individual  establishments  as  may  be 
required  to  develop  or  strengthen 
establishment  sanitation  plans  and 
procedures. 

Therefore,  FSIS  believes  that  the 
sanitation  regulations  need  to  be 
amended  to  accommodate 
administratively  the  increased 
likelihood  that  inspection  program 
employees  may  be  present  relatively 
infrequently  in  some  establishments. 

The  proposed  changes  include 
additional  procedures  for  use  in 
enforcing  sanitation  requirements  and 
thereby  preventing  the  distribution  of 
product  which  “*  *  *  has  been 
prepared,  packed,  or  held  under 
insanitary  conditions  whereby  it  may 
have  become  contaminated  with  filth,  or 
*  *  *  may  have  been  rendered  injurious 
to  health"  (21  U.S.C.  453(g)(4)  and 
601(m)(4))  or  is  otherwise  adulterated. 
Under  the  proposed  role,  §  308.15  of  the 
Federal  meat  inspection  regulations  (9 
CFR  308.15)  would  be  amended  and 
§  381.58(a)  would  be  added  to  the 
poultry  products  inspection  regulations 
(proposed  9  CFR  381.58(a))  to  direct 
program  personnel  who  tag  any 
equipment,  utensil,  room,  or 
compartment  as  “U.S.  Rejected" 
pursuant  to  §  308.15  or  §  381.99  of  the 
regulations  (9  CFR  308.15  or  381.99)  also 
to  place  a  “U.S.  Retained"  tag  on 
products  at  the  establishment  which 
were  prepared  using  eqiiipment  or 
utensils  or  in  rooms  or  compartments 
which  are  tagged  “U.S.  Rejected"  if  sudi 


products  are  suspected  of  being 
adulterated  to  assure  that  such  products 
are  held  and  their  disposition  is  in 
accordance  with  the  regulations. 

FSIS  also  is  proposing  to  amend 
§  §  308.3  (c)  and  (d).  308.5(e).  and  308.8 
(d)  and  (f).  308.15,  381.50(f).  and 
381.53(a)(5)  of  the  regulations  (9  CFR 
308.3  (c)  and  (d).  308.5(e).  308.8  (d)  and 
(f).  308.15,  381.^0,  and  381.53(a)(5))  to 
indicate  that  circuit  supervisors  or 
“other  designated  Inspection  Program 
supervisorfsj"  and  DCs  “or  other 
Inspection  Program  employee[8]"  may 
have  the  responsibilities  referr^  to 
therein  and  to  include  conforming 
inspection  program  terminology. 

Official  Marks  and  Devices:  Part  312  and 
Part  381,  Subpart  M 

FSIS  believes  that  with  full 
implementation  of  an  M  system,  the 
importance  of  specifically  providing  for 
use  of  appropriate  official  marks  in 
inspecting  meat  food  products  will 
increase  (see.  e.g.,  discussion  of 
proposed  9  CFR  30e.l5(b).  3ia6(a)(2)(ii). 
381.58a,  and  381.146(b)(3)).  The 
provisions  of  §  312.6(a)  (1),  (2),  (4),  and 
(5)  of  the  Federal  meat  inspection 
regulations  (9  CFR  312.6(a)  (1).  (2),  (4), 
and  (5))  were  designed  for  use  in 
connection  with  post-mortem  inspection 
(see  9  CFR  Part  310).  Under  the 
proposed  rule,  paragraph  (a)  would  be 
restricted  to  these  marks  as  used  in 
post-mortem  inspection,  and  paragraph 
(c)  would  address  the  “U.S.  Rejected" 
marie,  which,  as  provided  in  §  312.6(a)(3) 
of  the  regulations  (9  CFR  312.^a)(3)),  is 
used  to  identify  insanitary  buildings, 
rooms,  and  equipment  (as  prescribed  in 
9  CFR  Part  306)  and  is  appropriate  for  all 
inspection  situations  (proposed 
amendment  to  and  redesignation  of  9 
CFR  312.6(a)(3)). 

In  paragraph  (b),  the  proposed  rule 
would  estabUsh  two  officii  marks  for 
use  by  Inspection  Program  employees  in 
connect^m  with  meat  food  product 
inspection  (9  CFR  312.6(b)  as  proposed 
to  amended).  These  would  indude 
the  “U.S.  Retained"  mark,  applied  by  a 
tag  (Form  MP-35),  for  identifying  meat 
food  product  that  is  held  for  further 
evaluation  to  determine  its  disposition 
(proposed  paragraph  (b)(1)  of  9  CFR 
312.6)  and  a  “U.S.  Inspect^  and 
Condemned”  mark,  to  be  applied  by 
means  of  a  tag  (with  the  number  to  be 
assigned  before  issuance  of  a  final  rule) 
rather  than  a  brand,  for  identifying  meat 
food  product  that  has  been  found  to  be 
adulterated  (i.e.,  as  to  which  an 
inspection  program  employee  has  made 
a  final  dedsion)  (proposed  paragraph 
(b)(2)  of  9  CFR  312.6).  (Conforming 
changes  also  would  be  made  in  the  title 
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and  in  paragrpah  (b).  which  woiild  be 
redesignated  as  paragraph  (d)  (proposed 
amendments  to  9  CFR  312.6).) 

Sections  381.99  and  381.101  of  the 
poultry  products  inspection  regulations 
(9  CFR  381.99  and  381.101)  already 
authorize  use,  as  official  devices,  of 
such  tags  as  may  be  approved  by  the 
Administrator  for  the  identification  and 
control  of  poultry  products  which 
appear  to  be  not  in  compliance  or  are 
held  for  further  examination,  and 
prescribe  “U.S.  Condemned”  as  an 
official  mark,  respectively.  To  provide 
consistency  with  the  meat  inspection 
regulations,  FSIS  is  proposing  to  add  a 
new  §  381.102  to  the  relations  (9  CFR 
381.102)  to  provide  that  a  "U.S. 

Inspected  and  Condemned”  tag  (with 
the  number  to  be  assigned  before 
issuance  of  a  final  rule)  as  well  as  other 
devices  used  for  applying  such  mark  are 
official  devices  that  may  be  used  in 
poultry  processing  operations. 
(Conforming  changes  in  inspection 
program  terminology  would  be  made  in 
S  381.99  of  the  regulations  (proposed 
amendments  to  9  CFR  381.99)). 

Also,  in  view  of  changes  being 
proposed  in  official  sealing  under  Part 
325  of  the  Federal  meat  inspection 
regulations  (9  CFR  Part  325;  see 
proposed  amendments,  discussed 
below),  FSIS  is  proposing  to  amend 
§  312.5  of  the  regulations  (proposed 
amendments  to  9  CFR  312.5).  As 
amended,  this  paragraph  would  provide 
an  official  mark  for  use  in  sealing  as 
prescribed  by,  and  any  tag  as  required 
in.  Part  325  of  the  regulations  (9  CFR 
Part  325),  now  or  in  the  future  (rather 
than  such  sealing  of  means  of 
conveyance  and  a  “Warning  Tag”). 

Finally,  in  a  recent  rulemaking  (52  FR 
41957,  November  2, 1987),  FSIS  added 
§S  312.10  and  381.112  to  the  Federal 
meat  and  the  poultry  products 
inspection  relations  (9  CFR  312.10  and 
381.112),  respectively,  to  incorporate  an 
official  mark,  which  is  applied  with  an 
official  device  supplied  to  appropriate 
Agency  personnel  by  the  Department, 
for  use  in  sealing  containers  of  samples 
submitted  under  requirements  in  the 
regulations  and  section  202  of  the  FMIA 
(21  U.S.C.  642)  or  section  11(b)  of  the 
PPIA  (21  U.S.C.  467b).  FSIS  believes  that 
these  regulations  should  be  clarified  in 
view  of  the  anticipated  importance  of 
sampling  by  inspection  program 
personnel  at  official  establishments 
under  IPI  and  to  utilize  regulatory 
terminology  more  consistently  (see,  e.g., 
§fi  318.9  and  381.146  as  proposed  to  be 
amended  and  320.4  and  381.178).  As 
amended,  S§  312.10  and  381.112  of  the 
regulations  (9  CFR  312.10  and  381.112) 
would  specify  that  the  “Sample  Seal” 


mark  is  to  be  used  in  sealing  containers 
of  samples  “taken  by  Inspection 
Program  employees,  including  samples 
taken  by  an  auffiorized  representative  of 
the  Secretary  pursuant  to  section  202”  of 
the  FMIA  or  11(b)  of  the  PPIA  (21  U.S.C. 
467b  and  642),  and  that  the  Department 
will  supply  to  such  personnel  die  official 
device  for  applying  this  mark. 

Disposition  of  Condemned  Products: 

Part  314 

FSIS  believes  that,  in  view  of 
amendments  to  the  condemnation- 
related  provisions  of  section  6  of  the 
FMIA  (21  U.S.C.  606;  see  FTA,  section 
403(a))  and  institution  of  improved 
processing  inspection  procedures  in 
establishments  preparing  meat  food 
products,  the  Federal  meat  inspection 
regulations  should  be  amended  to 
address  the  disposition  of  articles 
condemned  as  a  result  of  government 
inspection  at  establishments 
slaughtering  livestock  (see  9  CFR  Parts 
309-311)  separately  fi'om  condemnation 
disposition  upon  reinspection  at 
establishments  preparing  meat  food 
products.  Therefore,  imder  the  proposed 
rule,  the  application  of  §§  314.1  and 
314.3  of  the  Federal  meat  inspection 
regulations  (9  Cro  314.1  and  314.3), 
including  their  requirements  for  action 
by  or  in  the  presence  of  inspection 
program  personnel,  would  be  restricted 
to  the  disposition  of  carcasses  and 
carcass  parts  condemned  “upon  ante¬ 
mortem  or  post-mortem  inspection  or 
reinspection  of  slaughtered  livestock”  at 
official  establishments  “slaughtering 
livestock,”  and  the  disposition  of 
products  condemned  upon  government 
reinspection  at  official  establishments 
preparing  meat  food  products  would  be 
addressed  in  §  314.13  of  the  Federal 
meat  inspection  regulations  (proposed  9 
CFR  314.13). 

The  proposed  section  (proposed  9  CFR 
314.13)  includes  a  set  of  methods  for  use 
by  official  establishments,  under  the 
supervision  of  inspection  program 
personnel,  that  have  been  found 
effective  in  preventing  use  of 
condemned  products  as,  or  as  vehicles 
for  adulterating,  human  food  and  that 
are  consistent  with  the  requirements  for 
condemned  poultry  products  (9  CFR 
381.95).  These  methods  are  steam 
treatment  or  thorough  cooking, 
incineration  or  complete  destruction  by 
burning,  and  denaturing  as  currently 
prescribed  by  S  314.3(a)  of  the 
regualtions  (9  CFR  314.3(a))  or  with 
another  material  and/or  method 
approved  by  the  Administrator  in 
specific  cases  (proposed  9  CFR 
314.13(a)(lH3)). 

The  proposed  amendments  to 
§S  314.13  and  381.95  also  provide  that  it 


is  the  responsibility  of  the  operator  of  an 
official  establishment  to  destroy  for 
human  food  purposes,  using  one  of  the 
approved  methods  listed,  product  which 
it  has  determined  to  be  adulterated 
(proposed  9  CFR  314.13  and  381.95).  This 
is  in  keeping  with  the  essential  concept 
underlying  IPI,  that  the  official 
establishment  has  the  primary 
responsibility  for  preventing  the 
distribution  of  adulterated  product  to 
consumers. 

Marking  Products  and  Product 
Containers:  Part  316 

Part  316  of  the  Federal  meat 
inspection  regulations  (9  CFR  Part  316) 
provides  exceptions  to  the  general 
requirements  that  products  and  their 
containers  must  be  marked  with  the 
inspection  legend  before  being  removed 
fi'om  official  establishments.  (See  also 
Part  317  of  the  Federal  meat  inspection 
regulations  (9  CFR  Part  317)  regarding 
the  labeling  of  livestock  products  and 
Subpart  N  of  the  poultry  products 
inspection  regulations  (9  CFR  Part  381, 
Subpart  N),  which  requires,  among  other 
things,  that,  except  as  the  Administrator 
may  authorize  in  specific  cases  with 
respect  to  shipment  between  official 
establishments,  each  shipping  and 
immediate  container  of  any  inspected 
and  passed  poultry  product  must  bear 
an  approved  label  at  the  time  it  leaves 
an  official  establishment  (9  CFR 
381.115).)  Having  reevaluated  the 
conditions  under  which  unmarked 
livestock  products  may  now  be  moved, 
and  given  current  industry  practices, 
FSIS  believes  that  these  exceptions  must 
be  modified  to  provide  for  efficient 
execution  of  statutory  requirements  to 
effectively  prevent  the  distribution  of 
adulterated  or  misbranded  products  to 
consumers  (21  U.S.C.  602-607  and  621) 
once  IPI  is  fiilly  implemented. 

The  shipping  and  receiving  of 
unmarked  product  by  establishments  is 
viewed  by  the  inspection  program 
generally  as  a  practice  to  be  carefully 
controlled  to  prevent  the  diversion  of 
unmarked  product  into  commerce  in 
violation  of  the  law.  Section  316.8(a) 
currently  permits  bulk  product  that  is 
inspected  and  passed  but  unmarked  to 
be  shipped  fiom  one  official 
establishment  to  another  for  further 
processing,  loose  in  railroad  cars,  trucks, 
or  other  means  of  conveyance  so  long  as 
the  regulatory  control  of  the  product  is 
maintained  by  placement  of  an  official 
seal  upon  the  conveyance  by  an  FSIS 
employee.  However,  the  existing 
program  controls  imposed  on  an 
unmarked  product  are  premised  on  the 
ready  availability  of  inspection  program 
personnel  at  the  official  establishment 
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to  oversee  the  activity,  including 
application  of  official  USDA  seals  to  the 
container  or  conveyance  prior  to  the 
product  being  transported  from  the 
establishment  under  Part  325,  and  to 
that  extent  would  be  incompatible  with 
IPI.  Under  IPI,  some  establishments 
might  have,  among  other  things, 
excellent  controls  over  all  aspects  of 
their  operation  and  therefore  may  have 
program  personnel  on  their  premises 
only  infrequently,  but  still  might  require 
the  frequent  shipping  or  receiving  of 
unmarked  product  in  the  ordinary 
course  of  their  processing  activity. 

FSIS  is,  therefore,  proposing  to  amend 
§  316.8(a]  of  the  regulations  to  permit 
the  transport  between  establishments  of 
unmarked  inspected  and  passed 
products  for  further  processing  without 
a  USDA  seal,  but  with  further 
restrictions.  Bulk  shipments  of 
unmarked  products  in  railroad  cars  or 
trucks  would  no  longer  be  permitted. 
This  change  is  designed  to  preclude 
loose,  bulk  shipments  inside 
conveyances  that  are  less  easily 
controlled  by  the  establishments 
involved,  and  are  likely  to  be  exposed  to 
more  handling  and  other  sources  of 
potential  contamination.  It  would  permit 
receiving  establishments  and  FSIS 
inspection  program  employees  to  more 
easily  ascertain  the  integrity  of  product 
entering  the  establishment.  This  also 
comports  with  the  existing  provisions  of 
existing  paragraph  316.8(b)  which 
prohibits  any  other  movement  outside 
and  establishment  of  unmarked, 
inspected  and  passed  product  unless  it 
is  in  a  closed  container.  As  revised, 

§  316.8(a]  would  refer  to  §  316.8(b) 
which,  as  revised,  would  set  forth  the 
only  exception  to  the  prohibition  of  the 
movement  outside  or  entry  into  an 
establishment  of  unmarked,  inspected 
and  passed  product. 

Section  316.8(b)  currently  provides 
that  unmarked  products  that  have  been 
inspected  and  passed  but  do  not  bear 
the  offlcial  inspection  legend  may  be 
removed  from  establishments  in  closed 
containers  bearing  the  official 
inspection  legend  and  all  other 
information  required  by  Parts  316  and 
317,  but  removal  of  such  product  from 
the  container  must  be  done  under  the 
supervision  of  a  program  employee  and 
government  reinspection  is  required 
before  repackaging  or  remarking.  In  lieu 
of  the  latter  provision,  S  316.8(b)  would 
adopt  the  seal  requirement  currently  in 
§  316.8(a).  Thus,  all  such  containerized 
product  would  have  to  be  in  compliance 
with  Part  325  of  the  regulations  (9  CFR 
Parts  316,  317,  and  325).  As  discussed 
later  in  connection  with  proposed 
amendments  to  {  325.5  of  the 


regulations,  all  such  closed  containers 
would  be  sealed  with  unofficial  seals, 
applied  by  establishments  and  including 
their  establishment  numbers,  and  would 
as  at  present  continue  to  be 
accompained  by  shippers  certificates 
when  transported  fi'om  one  official 
establishment  to  another  for  further 
processing  (9  CFR  325.5  as  proposed  to 
be  amended;  see  also  9  CFR  325.7  and 
proposed  amendments  thereto). 

Further  proposed  amendments  to 
§  316.8(b)  of  the  regulations  (9  CFR 
316.8(b])  are  intended  to  clarify  its 
requirements  and  assure  that  they  are  in 
accord  with  the  availability  of  an 
inspector  under  IPl.  Thus,  the 
transportation  requirements  of  Part  325 
of  the  regulations  (9  CFR  Part  325) 
would  be  cross-referenced,  and  the 
proviso  regarding  removal  of  product 
fi'om  containers  and  its  further 
transportation  in  commerce  under  the 
supervision  of  an  inspector  would  be 
modified  to  eliminate  that  supervision 
and  to  provide  that  such  product  is 
subject  to  reinspection  and  that  its 
packing  in  containers  must  be  as 
required  by  Parts  316  £uid  317  of  the 
relations  (9  CFR  Parts  316  and  317). 
(See  also  §  325.17  of  the  regulations  (9 
CFR  325.17)  regarding  the  unloading  and 
storage  in  transit  at  approved 
warehouses  of  product  transported 
under  §  325.5  of  the  regulations  (9  CFR 
325.5).) 

FSIS  also  is  proposing  to  amend 
§  316.10(b)  of  the  regulations  (9  CFR 
316.10(b])  to  require  the  use  of  imofficial 
seals  if  the  official  inspection  legend 
and  list  of  ingredients  are  only  shown 
twice  throughout  the  contents  (rather 
than  on  each  kilogram)  of  sausage  and 
other  products  in  casings  or  link  form,  of 
the  smaller  variety,  when  shipped  in 
properly  labeled  closed  containers 
exceeding  5  kilograms  capacity  to 
another  official  establishment  for  further 
processing.  The  current  requirement  that 
the  lie  at  the  originating  establishment 
identify  such  a  shipment  for  further 
processing  to  the  IIC  at  the  destination 
establishment  (by  means  of  Form  MP 
408-1)  would  be  eliminated  as 
unnecessary  if  establishment  seals  are 
used  and  as  no  longer  suitable  in  view 
of  changes  in  the  field  structure 
anticipated  under  IPI. 

In  addition,  FSIS  is  proposing  to 
amend  $  316.9(b)  of  the  regulations  (9 
CFR  316.9(b)),  which  currently  permits 
the  application  of  additional  marks  of 
inspection  on  primal  parts  of  carcass  at 
other  establishments  after  they  leave  the 
establishment  where  they  were  first 
inspected,  passed  and  marked.  The 
proposed  revision  would  delete  that 
provision,  restricting  the  branding  of 


primal  parts  with  the  official  inspection 
legend  to  slaughter  facilities,  where 
branding  is  a  routine  part  of  the 
inspection  procedures  and  is  conducted 
by  or  under  the  supervision  of  an 
inspection  program  employee.  Under  IPI, 
inspection  program  personnel  may  not 
be  available  to  control  and  supervise  the 
use  of  official  branding  devices  in  post¬ 
slaughter  preoperation  operations.  Such 
control  and  supervision  is  required. 
Under  the  current  system,  brand 
management  and  control  of  branded 
product  has  been  a  source  of  continuing 
concern  to  the  Department  (see,  e.g.,  50 
FR  21422),  and  there  is  no  feasible  way 
to  permit  the  application  of  additional 
marks  of  inspection  at  succeeding 
establishments  conducting  post¬ 
slaughter  preparation  operations 
without  exacerbating  that  concern. 
Processing  establishments  have 
available  a  variety  of  alternatives  to 
official  branding  devices  by  which  to 
affix  the  official  inspection  legend,  most 
notably  pre-printed  packaging. 

Similarly,  FSIS  is  proposing  to  amend 
S  316.10(a)  of  the  relations  (9  CFR 
316.10(a])  to  eliminate  the  requirement 
that  the  official  marks  must 
“branded"  on  sausage  and  similar 
product  prepeued  in  casings.  As  noted,  a 
variety  of  devices  are  available  to 
producers  of  such  product  for  the 
application  of  the  official  marie  of 
inspection  and  other  labeling,  and  it  is 
boffi  feasible  and  reasonable  for  FSIS  to 
avoid  the  complications  involved  in  the 
use  and  control  of  branding  devices  in 
these  establishments.  Although  FSIS 
would  eliminate  the  branding  of  meat 
food  products  under  Subchapter  A  of  the 
regulations  (9  CFR  Chapter  III, 
Subchapter  A),  FSIS  recognizes  that 
there  may  be  certain  technical 
difficulties  associated  with  application 
of  official  marks  to  products  prepared  in 
natural  casings,  and  manufacturers  of 
these,  and  perhaps  other,  meat  food 
products  may  have  further  information 
on  potential  disadvantages  or  problems 
associated  with  at  least  the  alternatives 
currently  available  under  the 
regulations.  Therefore,  in  this 
rulemaking.  FSIS  also  is  considering  the 
option  of  amending  9  316.10  of  the 
regulations  (9  CFR  316.10]  to  include  a 
provision  pursuant  to  which  meat  food 
products  could  continue  to  be  branded 
with  required  officied  marks  in  an 
establishment  that  has  an  approved 
partial  quality  control  program  (see  9 
CFR  318.4(d)  and  (e))  under  which  the 
establishment  operator  or  his  or  her 
designee  exercises  responsibility  over 
the  proper  use  and  custody  of  branding 
devices.  Cases  in  which  the 
Administrator  determines  that  an 
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establishment’s  program  assures 
adequate  control  would  be  exceptions  to 
the  requirements  for  program  employee 
locking  or  sealing  in  §  316.4(b)  of  the 
regulations  (9  CFR  316.4(b}),  which, 
along  with  §  307.2(k)  of  the  regulations 
(9  CFR  307.2(k)),  would  be  amended  to 
so  indicate.  Interested  members  of  the 
public  are  encouraged  to  submit 
information  and  views  on  the  feasibUity 
of  alternatives  to  the  current 
requirements  and  the  option  of 
controlling  the  branding  of  meat  food 
products  under  an  approved  partial 
quality  control  program. 

Finally,  FSIS  is  proposing  to  amend 
§  316.13(g)  of  the  regulations  (9  CFR 
316.13(g)  to  reflect  that  certain  stencils 
and  labels  could  be  used  on  shipping 
and  immediate  containers  of  properly 
labeled  and  marked  products  based  on  a 
presumptive  agency  approval  (see 
proposed  §  317.4(e)),  and  the  reference 
to  S  325.7(b)  requirements  in  §  316.13(e) 
of  the  regulations  (9  CFR  316.13(e)) 
would  be  changed  because,  as  discussed 
below,  FSIS  is  proposing  to  include  the 
requirements  for  product  passed  for 
cooking  and  beef  passed  for 
refrigeration  in  paragraph  (a)  and 
modified  requirements  for  pork  which 
has  been  refrigerated  to  destroy 
trichinae  in  paragraph  (b)  of  §  325.7  of 
the  regulations  (9  CFR  325.7(a)  and  (b) 
as  proposed  to  be  amended).  It  also 
should  be  noted  that  an  FSIS  proposal  to 
amend  the  regulations  by  eliminating  the 
offlcial  sealing  requirement  for  tank  cars 
and  trucks  used  in  transporting 
inspected  and  passed  product  to  another 
official  establishment  or  a  location 
operating  under  voluntary  inspection 
service  (which  appears  to  involve  only 
rendered  animal  fat)  was  the  subject  of 
separate  rulemaking  proceedings  and 
published  as  a  fmal  rule  on  July  29, 1988 
(53  FR  28632). 

Labeling:  Part  317  and  Part  381,  Subpart 
N 

Under  the  Federal  meat  and  the 
poultry  products  inspection  regulations 
(9  CFR  317.4(a)  and  381.132(a), 
respectively),  no  labeling  may  be  used 
on  any  product  until  it  has  been 
approved.  Such  approval  must  be 
obtained  by  submitting  final  labeling  to 
the  Standards  and  Labeling  Division 
(SLD),  Technical  Services,  except  in 
those  cases  in  which  labeling  and 
labeling  modifications  may  be  approved 
by  the  establishment’s  IIC  (9  CFR 
317.4(e)(3)  and  381.132(c)(3))  and  where 
generic  approval  has  been  granted  for 
certain  modifications  of  previously 
approved  labeling  (9  CFR  317.5(b)  and 
381.134(b)).  Under  IPI,  IICs  would  no 
longer  be  assigned  to  processing 
establishments.  However,  it  is  not 


feasible  for  the  inspection  program 
employees  that  would  conduct 
inspection  at  the  establishments  under 
IPI  to  also  approve  label  applications. 

The  establishment’s  need  for  review  and 
approval  of  label  applications  cannot  be 
anticipated  or  controlled  by  the 
program,  and  establishments  will  not  be 
able  to  predict  when  program  employees 
will  be  in  the  plant.  Furthermore, 
inspection  program  employees  under  IPI 
would  rotate  among  a  number  of 
establishments  and  would  be  unable  to 
develop  the  same  expertise  in  product- 
specific  labeling  matters  as  an  IIC  who 
routinely  reviews  label  applications. 
Consequently,  FSIS  is  proposing  to 
permit  establishments  to  use  without 
express  prior  approval  those  labels  that 
now  may  be  approved  by  IICs  under 
§  §  317.4(e)(3)  and  381.132(c)(3),  based  on 
the  theory  that  such  labels  could  be 
presumed  to  be  approved  under  certain 
conditions.  Similar  conditions  would 
apply  to  presumptively-approved  labels 
as  now  apply  to  IlC-approved  labels; 
i.e.,  they  may  not  be  false  or  misleading, 
and  approval  must  be  requested  by 
submission  of  a  formal  label  application 
to  SLD  for  filing  and  periodic  audit. 
However,  the  establishment  would  have 
to  designate  a  specific  establishment 
official  to  conduct  this  activity,  to  better 
ensure  that  there  is  a  primary  in-plant 
authority  who  is  familiar  wifli 
applicable  labeling  regulations  and 
guidelines  and  is  responsible  for 
assuring  such  labels  are  in  accord 
therewith.  Also,  records  of  all  labels 
used  in  the  establishment,  including 
related  correspondence  and 
documentation,  must  be  maintained  at 
the  establishment  and  made  available  to 
inspection  program  employees  upon 
request.  If  an  audit  showed  that  a  labels 
was  in  violation  of  the  regulations,  the 
establishment  would  be  notified  that  the 
presumption  of  approval  was  no  longer 
effective  and  that  until  a  satisfactory 
resolution  of  that  labeling  issue,  the 
establishment  would  be  ineligible  for 
additional  presumptive  label  approvals, 
resulting  in  the  necessity  to  submit 
future  labels  to  SLD  for  prior  approval  in 
accord  with  §§  317.4(a)  and  381.132(a). 

FSIS  also  is  proposing  to  amend 
§§  317.4(a),  (c),  and  (e),  317.5(a)  and  (b), 
381.132(a)  and  (c),  and  381.134(a)  and  (b) 
of  the  regulations  (9  CFR  317.4(a),  (c) 
and  (e),  317.5(a)  and  (b),  381.132(a)  and 
(c),  and  381.134(a)  and  (b))  to  provide  for 
the  range  of  inspection  program 
personnel  who  may  be  authorized  to 
make  other  labeling  determinations. 

Similarly,  §§  317.14  and  381.141  of  the 
Federal  meat  and  the  poultry  products 
inspection  regulations  (9  CFR  317.14  and 
381.141),  respectively,  would  be 


amended  to  provide  for  action  on 
obsolete  labels  by  designated  inspection 
program  employees  rather  than  “the 
inspector  at’’  an  official  establishment, 
and  §§  317,13  and  381.138(b)  of  those 
regulations  (9  CFR  317.13  and  381.138(b)) 
would  be  amended  to  provide  for 
authorization  of  shipments  of  materials 
bearing  official  marks  by  designated 
inspection  program  employees  other 
than  lie’s  at  originating  establishments 
not  conducting  livestock  slaughter  or 
poultry  slaughter  or  evisceration 
operations  (with  notifications  of  other 
inspection  program  personnel  to  be  in 
accordance  with  instructions  issued  by 
the  inspection  program).  Section 
381.139(b)  of  the  poultry  products 
inspection  regulations  (9  CFR  381.139(b)) 
also  would  be  amended  to  refer  to 
authorization  by  an  “Inspection  Program 
employee’’  (rather  than  an  “inspector”) 
to  alter,  detach,  deface,  or  destroy 
official  identifications. 

In  addition,  FSIS  is  proposing  to 
amend  §§  317.4(a)  and  381.132(a)  of  the 
regulations  (9  CFR  317.4(a)  and 
381.132(a))  to  specify  that  a  copy  of  the 
approval  of  any  labeling,  including  any 
labeling  upon  which  generic  approval  is 
based,  must  be  maintained  by  the 
establishment  in  which  it  is  to  be  used 
and  made  available  for  review  by 
inspection  program  employees.  reiS 
believes  that  the  only  effective  means 
by  which  an  establishment  can  prevent 
violations  of  these  sections’  prohibition 
against  the  use  of  unapproved  labeling 
is  by  having  documentation  that  any 
labeling  to  be  used  in  the  establishment 
has  been  approved  as  prescribed  in  the 
regulations.  Moreover,  by  assuring 
compliance  with  the  labeling  regulatory 
system,  manufacturers  are  executing 
their  responsibility  to  comply  with  the 
statutory  requirement  that  products 
must  bear  the  information  required 
pursuant  to  the  misbranding  provisions 
of  the  FMIA  or  PPIA  (21  U.S.C.  453(h) 
and  601  (n))  at  the  time  they  leave  an 
establishment  (21  U.S.C.  457(a)  and 
607(b)).  (See  also  sections  7(d)  and  (e) 
and  10(b)(1)  of  the  FMIA  (21  U.S.C. 
607(d)  and  (e)  and  610(b)(1))  and 
sections  8(c)  and  (d)  and  9(a)(2)(A)  of 
the  PPIA  (21  U.S.C.  457(c)  and  (d)  and 
458(a)(2)(A)).) 

Under  the  proposed  rule,  an 
establishment's  copies  of  labeling 
approvals  would  be  available  for  review 
by  inspection  program  employees 
(proposed  amendment  to  9  CFR  317.4(a) 
and  381.132(a)).  Since  these  copies,  as 
well  as  documentation  in  the  inspection 
program’s  own  files,  could  evidence 
approval  of  labeling  and  since  program 
functions  may  be  performed  by 
personnel  other  than  an  in-plant 
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inspector  assigned  to  a  particular 
establishment,  FSIS  is  proposing  to 
amend  §  381.137  of  the  poidtry  products 
inspection  regulations  (9  CFR  381.137) 
by  deleting  language  restricting  the 
basis  for  authorizing  use  of  labeling  or 
devices  to  evidence  the  inspector  has 
“on  file”  and  replacing  the  reference  to 
an  "inspector"  with  “Inspection  Program 
employee.” 

Finally,  FSIS  is  proposing  to  amend 
§  317.6  of  the  Federal  meat  inspection 
regulations  (9  CFR  317.6)  by  deleting 
provisions  for  use  of  existing  stocks  of 
labels  approved  prior  to  the  effective 
date  of  that  section  for  a  1-year  period 
(with  the  possible  extension  of  that 
period  for  good  cause  shown).  Since  the 
effective  date  was  December  1, 1970  (35 
FR 15551-15554,  October  3, 1970),  these 
provisions  are  now  obsolete. 

Entry  of  Articles;  Product  Preparation 
and  Processing:  Part  318  and  Part  381, 
Subparts  O  and  X 

These  portions  of  the  regulations 
include,  among  other  things, 
requirements  for  the  processing  and 
other  handling  of  products  of  livestock 
previously  slaughtered  and  poultry 
previously  slaughtered  and  eviscerated 
in  official  establishments.  FSIS  is 
proposing  amendments  that  would 
provide  for  tailoring  the  conditions  and 
methods  of  inspection  coverage  to  the 
regulatory  situation  presented  by  a 
particular  establishment  processing 
products  from  articles  that  have  passed 
post-mortem  inspection.  FSIS  is  also 
proposing  to  clarify  the  regulations  and 
include  additional  guidance  on  what  is 
required  for  compliance  with 
requirements  of  ^e  FMIA  and/or  the 
PPIA  and  the  rules  and  regulations 
thereunder.  (The  proposed  amendments 
utilize  the  “Inspection  Program” 
terminology  discussed  earlier.) 

Under  the  proposed  rule,  §S  318.1(a) 
and  318.2(a)  of  the  Federal  meat 
inspection  regulations  (9  CFR  318.1(a) 
and  318.2(a))  and  §  381.145(b)  of  the 
poultry  products  inspection  regulations 
(9  CFR  381.145(b))  would  continue  to 
require  establishment  operators  to 
identify  livestock  and  poultry  products 
at  the  time  of  their  receipt  and  subject 
such  products  to  government 
reinspection  as  deemed  necessary.  FSIS 
is  proposing,  however,  to  amend  the 
provisions  of  §  318.1(a)  of  the  Federal 
meat  inspection  regulations  (9  CFR 
318.1(a))  in  view  of  changes  anticipated 
under  ffl.  As  amended,  this  paragraph 
would  clarify  that  products  previously 
inspected  and  passed  “in  accordance 
with  the  regulations”  must  be  so 
identified  and  are  subject  to  such 
reinspection  “in  accordance  with 
§  318.2  *  *  •  ”  (and  the  specification 


that  identification  must  be  “in  a  manner 
acceptable  to  the  Inspection  Program” 
would  be  included  in  paragraph  (a)  of 
that  section  (proposed  amendment  to  9 
CFR  318.2(a))  ra^er  than  in  this 
paragraph).  However,  products  received 
during  program  employees'  absence 
would  no  longer  have  to  be  held  for 
reinspection  under  that  section.  FSIS 
also  is  proposing  to  clarify  S  381.145(b) 
of  the  poultry  products  inspection 
regulations  (9  CFR  381.145(b))  by  using 
“reinspection”  terminology  and 
specifying  that  identification  of  poultry 
and  livestock  products  must  be  “in  a 
manner  acceptable  to  the  Inspection 
Program”  and  to  remove  the  limitation 
on  program  personnel  who  may  deem 
reinspection  to  be  necessary  (proposed 
deletion  of  “inspector  in  charge”). 

In  addition,  because  the  daily 
presence  of  an  inspection  program 
employee  can  not  be  assumed  under  IPI, 
§  318.1(a)  of  the  Federal  meat  inspection 
regulations  (9  CFR  318.1(a))  would  no 
longer  single  out  for  government 
reinspection  product  originally  prepared 
at  an  official  establishment  when 
returned  thereto.  Instead,  this  paragraph 
would  make  clear  that  the  establishment 
operators — not  FSIS— are  responsible 
for  evaluating  the  condition  of  such 
product  to  assure  that  entry  and  any 
further  use  thereof  accords  with  the 
regulations  (see  9  CFR  318.4(b)  and 
318.6(a)),  and  for  assuring  that  this 
evaluation  takes  place  before  the 
product  is  returned  to  any  part  of  the 
establishment  other  than  an  approved 
receiving  area.  This  would  not  apply  to 
alleged  off-condition  product  related 
imder  §  325.10(a)  and  (b).  All  returned 
product  would  continue  to  be  “subject  to 
reinspection  by  a  program  employee  at 
the  official  establishment  in  such 
manner  and  at  such  times  (and  as  often) 
as  may  be  deemed  necessary  to  assure 
compliance  *  *  *  ”  (9  CFR  318.2),  based 
on  the  particular  regulatory  situation 
presented.  Additionally,  §  318.3  of  the 
regulations  (9  CFR  318.3)  would  be 
amended  to  authorize  inspection 
program  supervisors  other  than  circuit 
supervisors  to  approve  places  at  which 
articles  subject  to  reinspection  may  be 
received.  (See  also  proposed 
substitution  of  “Inspection  Program 
employees”  for  “The  inspector”  in 
§  318.2(d)  of  the  regulations  (9  CFR 
318.2(d)).) 

Under  §  §  318.2(c)  and  381.145(b)  of 
Federal  meat  and  the  poultry  products 
inspection  regulations  (9  CFR  318.2(c) 
and  381.145(b)),  respectively, 
reinspection  may  be  accomplished 
through  use  of  statistically  sound 
sampling  plans  that  assure  a  high  level 
of  confidence.  Proposed  amendments 


would  provide  for  designation  of  the 
type  of  plan  by  an  “Inspection  Program 
supervisor”  (rather  than  the  circuit 
supervisor)  (proposed  amendment  to  9 
CFR  318.2(c))  or  the  IIC  (proposed 
amendment  to  9  CFR  381.145(b))  and 
make  further  information  concerning 
sampling  plans  available  through  such 
supervisors  (rather  than  only  circuit 
supervisors). 

Part  318  of  the  Federal  meat  and 
Subpart  Q  of  the  poultry  products 
inspection  regulations  (9  CFR  Part  318 
and  Part  381,  Subpart  Q)  also  include 
the  provisions  under  which  any  owner 
or  operator  of  an  official  establishment 
preparing  meat  food  and/or  poultry 
product(s)  may  request  that  the 
Administrator  evaluate  a  TQC  system  or 
Partial  Quality  Control  (PQC)  program 
to  determine  whether  or  not  it  is 
adequate  to  result  in  product(s)  so 
controlled  being  in  compliance  with  the 
FMIA  or  PPIA  and  the  regulations 
thereunder  (9  CFR  318.4(c)-(e)  and 
381.145(c)-(e)).  This  process  would  not 
be  changed  by  the  proposed  rule. 

The  TQC  system,  when  properly 
understood  and  executed  by  the  plant, 
can  be  an  asset  in  assuring  that  inplant 
activities  and  processes  are  properly 
and  correctly  conducted  and  controlled. 
FSIS  continues  to  recommend  that  the 
regulated  industry  continue  on  its  course 
of  learning  and  applying  quality  control 
principles,  and  to  the  extent  desired  by 
the  particular  plant  or  company,  will 
continue  to  receive  TQC  and  PQC 
applications  for  evaluation.  The 
continued  use  of  quality  control  methods 
by  plants  will  also  help  to  assure  that 
inspection  program  personnel  are  less 
likely  to  find  nonconformances  under 
IPI,  and  especially  those  that  could 
cause  more  severe  regulatory  action  to 
occur.  Moreover,  the  reverse  is  true,  that 
is,  the  fewer  nonconformances  found 
during  an  inspection  visit  the  greater  the 
likelihood  the  fiequency  interval  for 
visits  will  become  lengthened. 

However,  §§  318.4(c)(4)  and 
381.145(c)(4)  of  the  regulations  (9  CFR 
318.4(c)(4)  and  381.145(c)(4))  would  be 
amended  to  provide  that  determinations 
about  the  adequacy  of  procediu^s  for 
preparing  a  new  product  for  test 
marketing  in  an  establishment  operating 
under  an  approved  TQC  system  are  to 
be  made  by  “a  designated  Inspection 
Program  employee”  rather  than  the  IIC, 
since  an  IIC  may  not  be  designated  for 
such  an  establishment. 

In  addition,  FSIS  is  proposing  to 
delete  paragraph  (h)  of  S  9  318.4  and 
381.145  of  the  regulations  (9  CFR  318.4(h) 
and  381.145(h)),  imder  which  an  official 
establishment  with  an  approved  TQC 
system  may  request  that  the  Regional 
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Director  approve  an  operating  schedule 
of  up  to  12  consecutive  hours  per  shift  as 
an  exception  to  §  307.4(c)  or  381.37(c)  of 
the  regulations  (9  CFR  307.4(c)  and 
381.37(c)),  under  which  schedules 
normally  are  limited  to  8-hour8  per  shift. 
As  proposed,  SS  307.4  and  381.37  would 
provide  that  any  processing 
establishment  could  have  an  operating 
schedule  of  up  to  12  consecutive  hours 
per  day,  6:00  a.m.  to  6:00  p.m.,  Monday 
through  Friday,  regardless  of  whether 
they  were  operating  under  an  approved 
TQC  system.  Furthermore,  FSIS  does  not 
wish  to  encourage  the  conduct  of 
operations  outside  those  times;  the 
scheduling  of  inspection  assignments 
under  IPI  would  be  made  more  difficult 
the  more  operations  are  scheduled 
outside  those  normal  business  hours. 
Therefore,  all  processing 
establishments,  even  establishments 
operating  under  approved  TQC  systems, 
would  be  subject  to  the  8-hour  per  day 
limitation  on  government-paid 
inspection  service  unless  all  operations 
are  to  be  conducted  within  the  hours  of 
6:00  a.m.  to  6:00  p.m.,  Monday  through 
Friday.  All  operations  outside  those 
times  would  require  in-plant  inspection 
coverage  as  may  be  deemed  necessary 
by  the  program,  and  if  the  inspection 
activities  require  the  program  to  pay  its 
employees  overtime,  the  cost  would  be 
billed  to  the  establishment,  as  set  forth 
in  §§  307.5  and  381.38. 

Other  provisions  of  Part  318  of  the 
Federal  meat  and  Subparts  O  and  X  of 
the  poultry  products  inspection 
regiilations  (9  CFR  Part  318  and  Part  381, 
Subparts  O  and  X)  address  the 
obligations  of  establishments  and 
requirements  for  product  processing.  As 
indicated  in  §  §  318.4(b)  and  318.6(a)  of 
the  Federal  meat  inspection  regulations 
(9  CFR  318.4(b)  and  318.6(a)),  certain 
measures  must  be  taken  in  order  to 
carry  out  an  establishment  operator’s 
responsibility  to  comply  with  the  FMIA 
and  the  regulations  thereunder  (see,  e.g., 
21  U.S.C.  610  and  621).  Those  measures 
must  be  subject  to  Departmental  review 
and  inspection  program  personnel  must 
be  furnished  with  accurate,  up-to-date 
information  on  product  preparation 
procedures  to  carry  out  the 
Department’s  duties  in  implementing  the 
law.  FSIS  is  proposing  to  clarify  these 
regulations  by  specifying  that  the 
necessary  measures  include  those  which 
assure  the  acceptability  of  all  articles 
used  in  preparing  products  and 
Departmental  review  includes  records 
documenting  such  measures  (proposed 
amendments  to  9  CFR  318.4(b))  and  by 
indicating  that  information  must  be 
furnishing  to  “Inspection  Program 
employees’’  when  changes  in  product 


preparation  “may  affect’’  (rather  than  is 
“essential  for’’)  inspectional  control  of 
the  product  (proposed  9  CFR 
318.6(a)(2)(i)). 

Operators  of  establishments 
processing  poultry  products  have 
comparable  obligations  (see,  e.g.,  21 
U.S.C.  458(a),  459,  and  463(b)),  as  does 
the  Department  in  carrying  out  its  duties 
in  implementing  the  law.  'Therefore,  FSIS 
also  is  proposing  to  amend  the  poultry 
products  inspection  regulations  to 
include  additional  guidance  on 
compliance  requirements  by  specifying, 
in  proposed  paragraph  (b)  of  §  381.146  (9 
CFR  381.146),  that  such  appropriate 
measures,  subject  to  Department  review, 
are  needed  and  that  such  accurate 
information  must  be  furnished  on 
procedures  involved  in  further 
processing  of  poultry  product  (including 
product  composition)  and  changes 
therein  that  may  affect  inspectional 
control. 

In  performing  their  functions  at 
official  establishments,  inspection 
program  personnel  may  take  samples  of 
articles  pursuant  to  §§  318.9  and  381.146 
of  the  Federal  meat  and  the  poultry 
products  inspection  regulations  (9  CFR 
318.9  and  381.146),  respectively.  FSIS 
expects  that  such  sampling  will  be  of 
increased  importance  under  IPI. 
Therefore,  the  proposed  rule  would 
clarify  these  provisions  by  specifying 
that  sampling  deemed  necessary  for  the 
efficient  conduct  of  inspection  under  the 
FMIA  includes  sampling  “to  determine 
compliance  with  the  regulatory 
requirements”  (proposed  amendment  to 
9  CFR  318.9)  and  that  samples  may  be 
taken  by  inspection  program  employees 
as  “otherwise  deemed  necessary  for  the 
efficient  conduct  of  inspection"  under 
the  PPIA  (proposed  amendments  to  9 
CFR  381.146). 

In  additional,  FSIS  believes  that  the 
Federal  meat  and  the  poultry  products 
inspection  regulations  should  be 
amended  to  include  specific 
enforcement  procedures  for  use  by 
inspection  program  employees  who 
determine  that  establishment 
procedures  are  resulting  in  the 
preparation  of  meat  food  products  or 
furfiier  processing  of  poultry  products 
which  are  suspected  of  being 
adulterated  or  misbranded.  Under 
proposed  §§  318.6(a)(2)(ii)(A)  and  (B) 
and  381.146(b)(3)(i)  and  (ii)  (proposed 
amendments  to  9  CFR  318.6  and 
381.146),  when  an  inspection  program 
employee  makes  such  a  determination, 
all  product(s)  remaining  at  the 
establishment  that  have  been  prepared 
or  further  processed  using  such  a 
procedure  (or  procedures)  would  be  held 
under  a  “U.S.  Retained”  tag  for 


disposition  in  accordance  with  the 
regulations,  and  none  of  the  information 
required  by  the  Federal  meat  or  the 
poultry  pr^ucts  inspection  regulations 
(9  CFR  Parts  316  and  317  and  Part  381, 
Subpart  N,  respectively)  would  be 
placed  thereon,  or  on  any  product 
subsequently  prepared  using  such 
procedure,  until  the  establishment  has 
corrected  the  problem  and  an 
opportunity  has  been  afforded  for  an 
inspection  program  employee  to 
evaluate  the  adequacy  of  die  corrective 
action  taken.  FSIS  views  this 
enforcement  mechanism  as  appropriate 
for  use  in  assuring  the  correction  of 
problems  with  establishment  procedures 
and  preventing  the  distribution  of 
adulterated  or  misbranded  meat  food 
and  further  processed  poultry  products 
under  IPI. 

The  proposed  rule  would  make  further 
amendments  in  regulations  addressing 
various  processes,  inspection  situations, 
and  products.  Section  318.4(a)  of  the 
Federal  meat  inspection  regulations  (9 
CFR  318.4(a))  would  be  amended  to 
require  that  processes  used  in  curing, 
pickling,  rendering,  canning,  or  other 
product  preparation  shall  be  “conducted 
under  inspection  coverage”  rather  than 
“supervised  by  Program  employees.” 
Similarly,  §  318.15  of  the  Federal  meat 
inspection  regulations  (9  CFR  318.15) 
would  be  amended  to  provide  that 
chemicals,  preservatives,  cereals,  spices, 
and  other  substances  intended  for  use  in 
official  establishments  are  “subject  to 
examination”  by  inspection  program 
employees,  rather  than  that  they  “shall 
be  [so]  examined,”  with  decisions  about 
the  separation  required  of  such 
substances  which  are  tagged  “U.S. 
Retained”  to  be  made  by  inspection 
program  supervisors  in  addition  to 
circuit  supervisors. 

Provisions  of  §§  318.14  and  381.151  of 
the  Federal  meat  and  the  poultry 
products  inspection  regulations  (9  CFR 
318.14  and  381.151),  respectively,  which 
prescribe  procedures  for  handling 
products  when  there  is  polluted  water  in 
an  official  establishment,  also  would  be 
amended  to  assure  that  they  are 
adequate  for  the  full  range  of  inspection 
situations  presented,  including  the 
various  conditions  and  methods  of 
inspection  coverage  expected  in 
establishments  subject  to  IPI 
procedures.  Under  the  proposed  rule,  the 
operator  would  notify  the  IIC  or  the 
inspection  program  supervisor 
designated  for  an  establishment 
preparing  meat  food  products  or  further 
processing  poultry  products  as  soon  as 
possible  (proposed  amendments  to  9 
CFR  318.14(a)  and  381.151(a)).  The 
establishment’s  subsequent  cleaning 
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and  examination  of  hermatically  sealed 
product  containers  which  have  been 
contaminated  would  be  under  “such 
Inspection  Program  supervision  as  the 
Inspection  Program  determines  is 
appropriate,”  rather  than  under  the 
“supervision  of  an  inspector”  (proposed 
amendments  to  9  CFR  318.14  (b)  and  (c) 
and  381.151  (b)  and  (c)). 

In  addition,  the  Federal  meat 
inspection  regulations  would  continue  to 
require,  in  S  318.10(c)(2)(v)  (9  CFR 
318.10(c)(2)(v)),  that  pork  products  must 
be  kept  separate  from  other  products 
during  rehigeration  to  destroy  trichinae, 
but  such  products  would  no  longer  have 
to  be  in  the  inspection  program’s 
custody  and  secured  with  a  program 
lock  or  seal.  Instead,  an  establishment 
lock  or  seal  would  be  required  and  such 
products  would  be  subject  to  inspection 
program  supervision,  as  determined  to 
be  appropriate  in  particular  situations, 
to  prevent  unauthorized  access.  By 
mandating  that  product  be  kept  separate 
and  as  the  designated  inspection 
program  supervisor  may  require,  rather 
than  under  close  inspector  supervision, 
the  proposed  rule  would  provide  for  the 
exercise  of  increased  inspection 
program  discretion  after  completion  of 
the  prescribed  freezing  until  preparation 
of  product  covered  by  §  318.10(b)  of  the 
regulations  (9  CFR  318.10(b))  in  ^shed 
form  or  transportation  to  another 
establishment  for  such  preparation. 
(Transportation  must  be  in  compliance 
with  S  325.7  of  the  regulations  (9  CFR 
325.7)  and,  as  discussed  below,  that 
section  would  be  amended  to  eliminate 
shipment  loose  in  “sealed  railroad  cars, 

*  *  *  motortrucks,  [or]  *  *  *  trailers” 
and  require  that  closed  containers  be 
sealed  with  unofficial  seals  (proposed 
amendments  to  9  CFR  318.10(c)(2]  (v) 
and  (vi)).)  Additionally,  proposed 
amendment  to  S  318.10(d)  of  the 
regulations  (9  CFR  318.10(d)],  would 
substitute  “Designated  Inspection 
Program”  for  “Circuit”  supervisors. 

Proposed  amendments  to 
SS  318.5(a)(1)  and  318.6(b)  of  the  Federal 
meat  inspection  regulations  (9  CFR 
318.5(a)(1)  and  318.6(b)),  currently 
written  on  the  basis  that  an  inspector  is 
present,  and  would  more  clearly  state 
that  it  is  the  establishment’s 
responsibility  to  assure  compliance  with 
respect  to  product  placed  in  freezers 
(see  9  CFR  318.4(b)  and  318.6(a)).  The 
proposed  rule  would  make  explicit  the 
establishment’s  obligation  to  defrost  a 
sufficient  quantity  of  frozen  product  to 
determine  its  actual  condition  when 
there  is  reason  to  doubt  such  product’s 
soundness  (proposed  amendment  to  9 
CFR  318.5(a)(1)).  (Defrosting  would  be 
done  with  the  use  of  facilities 


acceptable  to  the  “Inspection  Program” 
(proposed  amendment  to  9  CFR 
318.5(a)(2)).) 

By  revising  the  provisions  regarding 
casings  to  be  used  as  meat  food  product 
containers  tmd  dry  milk  products 
intended  for  use  in  preparing  meat  food 
products,  which  are  requirements  for 
use,  and  omitting  references  to  program 
employee  inspection  and  findings  of 
acceptability,  the  proposed  rule  would 
clarify  the  establishment’s  obligation  to 
assure  that  the  prescribed  conditions  are 
met  (proposed  amendments  to  9  CFR 
318.6(b)(2)  and  (10)).  (See  also 
clarification  that  8  318.6(b)(1)  of  the 
regulations  (9  CFR  318.6(b)(1))  applies  to 
“meat  food”  products.) 

The  inspection  and  inspector 
“supervision”  requirements  of  §S  318.12 
and  318.152  of  the  Federal  meat  and  the 
poultry  products  inspection  regulations 
(9  CFR  318.12  and  381.152),  relatively,  for 
official  establishments  preparing  pet 
food  or  other  inedible  products  also 
would  be  amended.  The  time  during 
which  such  manufacturing  may  take 
place  in  edible  product  departments 
would  continue  to  be  restricted,  but 
based  on  the  hours  during  which  the 
establishment  operates  under 
“inspection,  in  accordance  with” 

§  307.4(a)  or  381.37(a)  of  the  regulations 
(9  CFR  307.4(a)  and  381.37(a]  as 
proposed  to  be  amended]  and,  in 
establishments  subject  to  the  FMIA,  its 
“approved  work  schedule"  (proposed 
amendments  to  9  CFR  318.12(a)  and 
381.152(a)).  Manufachiring  in  other  parts 
of  an  establishment  would  be  subject  to 
"inspectional  control”  (proposed 
amendments  to  9  CFR  318.12(b)  and 
381.152(b)). 

Finally,  FSIS  is  proposing 
amendments  to  reflect  anticipated 
changes  in  the  structuring  of  in-plant 
and  supervisory  inspection  program 
functions  under  IPI.  FSIS  expects  to 
move  away  from  the  current  practice  of 
assigning  particular  in-plant  inspection 
program  personnel  to  particular 
establishments.  Therefore,  in 
S§  318.302(c]  (1)  and  (2),  318.308(d)(1), 
and  318.309(d)  (1)  and  (2)  of  the  Federal 
meat  and  §S  381.302(c)  (1)  and  (2), 
381.30e(d)(l),  and  381.309(d)(1)  and  (2)  of 
the  poult^  products  inspection 
regulations  on  canning  and  caimed 
products  (9  CFR  Part  318,  Subpart  G, 
and  Part  381,  Subpart  X],  references  to 
submissions  to  and  notification  of  the 
inspector  at  the  establishment  would  be 
replaced  with  “designated  Inspection 
Program  employee”  references. 
Paragraph  (b)  of  S  318.8  of  the  Federal 
meat  inspection  regulations  (9  CFR 
318.8)  would  require  that  the  preparation 
and  packing  of  export  product  (as 


provided  for  in  paragraph  (a))  be  done  in 
a  manner  acceptable  to  the  “Inspection 
Program”  (rather  than  the  UC).  And 
under  S  318.17(f),  (h)(1),  (i)(3),  and  (k)  of 
the  Federal  meat  inspection  regulations 
on  handling,  processing,  and  storing 
cooked  beef,  roast  beef,  and  cooked 
corned  beef  (9  CFR  318.17(f).  (h)(1), 

(i)(3),  and  (k)],  reliance  would  Iw  placed 
on  establishment  identification  of  the 
processing  procedure  used  and  program 
functions  performed  by  the  “designated 
Inspection  Program  supervisor”  (rather 
than  the  nC  or  circuit  supervisor). 

Records  and  Reports:  Part  320  and  Part 
381,  Subpart  O 

Under  IPI,  the  importance  of  records 
in  assuring  efiective  regulation  of  meat 
food  and  poultry  products  will  increase. 
The  regulations  already  require  the 
maintenance  of  records  and  availability 
of  various  types  of  information  used  by 
the  inspection  program  in  preventing  the 
distribution  of  adulterated  or 
misbranded  products  to  consumers, 
including  the  records  required  to  be  kept 
by  §  320.1(b)  of  the  Federal  meat  and 
S  381.175  of  the  poultry  products 
inspection  regulations  (9  CFR  320.1(b) 
and  381.175(b]).  Among  these  are 
documentation  of  transactions  involving 
the  purchase,  sale,  labeling,  shipment, 
receipt,  transportation,  or  other  handling 
of  meat  food  and  poultry  products  in 
connection  with  any  various  businesses 
subject  to  the  FMIA  or  WIA  (9  CFR 
320.1  (a)  and  (b)(1)  and  381.175  (a)  and 
(b)(1),  respectively). 

FSIS  is  proposing  to  amend  these 
requirements  by  adding  (1)  records  of 
the  destruction  for  human  food  purposes 
of  meat  food  products  and  further 
processed  poultry  products  found  by  the 
operator  of  an  official  establishment  to 
be  adulterated  (proposed  9  CFR 
320.1(b)(7)  and  381.175(b)  (4)),  and  (2) 
records  of  all  labels  used  in  the 
establishment  (proposed  9  CFR 
320.1(b)(8)  and  381.115(b)(5)).  To  the 
extent  official  establishments  do  not 
already  keep  records  of  dispositions  of 
adulterated  product,  this  requirement 
would  complement  the  existing 
provisions  in  §§  320.1(b)  and  381.175(b) 
(9  CFR  320.1(b)  and  381.175(b))  by 
disclosing  the  handling  of  products 
which,  if  capable  of  use  as  human  food, 
may  not  be  sold,  transported,  offered  for 
sale,  or  offered  or  received  for 
transportation  in  commerce  (21  U.S.C 
458(a)(2)(A)  and  610(b)(l]).  This  is 
particularly  appropriate  in  view  of 
Congressional  action  specifically 
recognizing  the  responsibility  of 
establishment  operators  to  determine 
that  meat  food  products  either  are 
adulterated  or  not  adulterated  (21  U.S.C. 
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606(b);  FTA,  section  403(a]).  Similarly, 
establishment  operators  are  responsible 
for  ensuring  their  products  are  not 
misbranded  and  are  properly  labeled  (21 
U.S.C.  457, 607).  Under  IPI,  operators 
will  be  able  to  use  more  labels  without 
explicit  prior  approval  from  the 
inspection  program  than  before,  but  will 
be  responsible  for  maintaining  records 
at  the  plant  of  all  labels  being  used  for 
reference  and  review  as  needed  by 
inspection  program  personnel  on  their 
visits  to  the  plant. 

FSIS  also  is  proposing  to  amend  the 
information  and  reporting  provisions  in 
§§  320.6(a)  and  (b),  320.7,  381.180(a),  and 
381.182  of  the  regulations  (9  CFR  320.6(a) 
and  (b),  320.7,  381.180(a),  and  381.182)  in 
view  of  changes  anticipated  under  IPI. 
These  include  utilization  of  less  than 
daily  inspection  coverage  of  operations 
where  appropriate  and  modifications  in 
the  inspection  program's  field  structure 
(e.g.,  reporting  on  inspection  work  by 
program  personnel  in  addition  to  IIC's). 

Exports:  Part  322  and  Part  381, 

Subpart  M 

FSIS  is  proposing  to  amend  provisions 
of  the  Federal  meat  inspection 
regulations  regarding  the  issuance  of 
official  export  certificates  to  reflect 
anticipated  changes  in  the  field 
structure.  As  amended,  §  322.2(a),  (f), 
and  (h)  of  the  regulations  (9  CFR 
322.2(a),  (f),  and  (h))  would  provide  for 
the  issuance  of  such  certificates  by 
“designated  Inspection  Program 
employee[s]”  in  addition  to  IIC's,  their 
issuance  by  “Inspection  Program 
employees”  for  consignments  of 
establishments,  “at  which  they  do  not 
regularly  perform  Inspection  Program 
functions”  (rather  than  “not  imder  their 
supervision”),  and  retention  of  the 
triplicate  of  the  certificate  in  “an 
appropriate  Inspection  Program”  (rather 
than  the  “circuit”)  file. 

The  Export  Coordination  Division 
(ECD),  International  Programs,  FSIS  will 
coordinate  the  issuance  of  export 
certificates.  Exporters  will  request  an 
authorization  to  export  from  ECD  and 
provide  full  details  of  the  export 
consignment.  ECD  will  be  responsible 
for  determining  that  all  foreign 
requirements  have  been  satisfied  and 
will  subsequently  issue  the  export 
certificate.  Documentation  of  the  export 
consignment  will  be  filed  in  appropriate 
Inspection  Program  offices. 
Coordination  of  this  service  from  FSIS 
headquarters  will  better  ensure 
adequate  coverage  is  made  available  to 
all  requests  in  a  timely  manner  under 
IPI. 


Transportation:  Part  325 

Part  325  of  the  Federal  meat 
inspection  regulations  (9  CFR  Part  325) 
includes,  among  other  things, 
requirements  for  transporting  those 
unmarked  inspected  and  passed 
products  that,  pursuant  to  Part  316  of  the 
regulations  (9  CFR  Part  316),  may  be 
moved  from  one  official  establishment 
to  another  for  further  processing.  FSIS 
has  reevaluated  these  requirements,  in 
conjimction  with  its  review  of  Part  316. 
and  believes  that  they  should  be 
modified  in  view  of  changes  in  the 
system  of  inspection  to  be  applied  at 
establishments  preparing  meat  food 
products. 

The  principle  imderlying  the  statutory 
discretionary  inspection  authority,  a  key 
element  of  IPI,  is  that  the  frequency  and 
the  maimer  of  government  inspection 
should  reflect  the  performance  and  the 
characteristics  of  particular 
establishments.  Therefore,  significant 
variations  are  anticipated  in  the 
conditions  and  methods  of  inspection 
coverage  of  operations  in 
establishments  preparing  meat  food 
products  from  livestock  previously 
slaughtered  in  official  establishments, 
including  coverage  by  inspection 
program  employees  on  a  less  than  daily 
basis  when  appropriate  (see  proposed  9 
CFR  302.5).  Moreover,  with  the 
institution  of  IPI,  FSIS  expects  a 
decrease  in  reliance  on  inspection 
program  personnel  by  establishments  in 
fulfilling  their  statutory  responsibilities. 

Consequently,  for  the  reasons 
discussed  with  regard  to  similar  changes 
proposed  for  §  316.8,  FSIS  proposes  to 
change  the  existing  procedure  in 
§  325.5(a)  of  the  regulations  (9  CFR 
325.5(a))  for  transporting  unmarked 
inspected  and  passed  products  in 
railroad  cars,  motortrucks,  or  other 
means  of  conveyance  that  are  sealed 
with  official  seals  which  may  only  be 
affixed  or  (except  in  an  extraordinary 
emergency)  broken  by  inspection 
program  employees  (see  9  CFR  312.5(a) 
and  325.16(b)).  Under  the  proposed  rule, 
all  such  products  would  be  packed  in 
closed  containers  bearing  the  official 
inspection  legend  and  all  other  required 
information  (9  CFR  316.8(b)),  and  each 
such  container  would  be  sealed  with  an 
unofficial  seal  that  is  applied  by  the 
establishment  from  which  such  product 
is  transported  and  includes  its 
establishment  number  (proposed 
amendments  to  9  CFR  325.5(a)).  When 
such  products  are  offered  for 
transportation,  they  would,  as  ciurently 
required,  be  accompanied  by  a 
certificate,  made  out  in  duplicate  by  the 
shipper  and  delivered  to  the  initial 
carrier,  with  retention  by  each  9  CFR 


325.5(b);  see  also  9  CFR  Part  320 
regarding  shippers'  records).  However, 
the  form  of  the  certificate  would  be 
revised  by  substituting  information  or 
specified  closed  containers  and  sealing 
by  the  official  establishment  for  the 
information  on  placement  in  any  official 
sealing  of  means  of  conveyance  that  is 
currently  required  (proposed 
amendments  to  9  CFR  325.5(b)). 

FSIS  believes  that  cattle  and  sheep 
paunches  transported  from  one  official 
establishment  to  another  for  further 
processing  should  continue  to  be  subject 
to  the  same  requirements  as  are  applied 
to  unmarked  inspected  and  passed 
products  so  transported  under  S  325.5(a) 
of  the  regulations  (9  CFR  325.5(a)). 
Therefore,  §  325.6  of  the  regulations  (9 
CFR  325.6)  would  only  be  amended  to 
conform  with  the  proposed  amendments 
to  that  provision  by  deleting  references 
to  official  sealing.  (Section  325.5(b)  of 
the  regulations  (9  CFR  325.5(b))  already 
provides  for  shipper  certification  when 
paunches  are  offered  for  transportation.) 

The  regulations  also  provide,  in 
§  325.7  (9  CFR  325.7),  for  the  shipment  of 
products  passed  for  cooking,  pork  that 
has  been  refrigerated  to  destroy 
trichinae,  and  beef  that  is  to  be 
refrigerated  to  destroy  cysticerci  frum 
one  official  establishment  to  another  for 
further  handling  in  accordance  with  Part 
318  of  the  regulations  (9  CFR  Part  318). 
FSIS  is  not  proposing  to  change  the 
requirement  that  product  passed  for 
cooking  and  beef  that  is  to  be 
refrigerated  to  destroy  cysticerci  may 
only  be  shipped  between  official 
establishments  under  official  seal.  Such 
meat  and  meat  byproducts  have  been 
only  conditionally  inspected  and 
passed;  the  handling  required  before 
they  may  be  distributed  to  consumers 
has  not  been  completed  (see  9  CFR 
301.2(cc);  301.2(dd);  311.1(a);  311.2(d);  (f). 
and  (h);  311.18(b)  and  (e);  311.20(b); 
311.23(a)(2);  311.24;  311.35(c);  315.1;  and 
315.2).  llierefore,  inspectional  control  of 
these  products  must  be  guaranteed.  FSIS 
believes  that  use  of  official  seals,  which 
if  affixed,  detached,  broken,  changed,  or 
tampered  with  in  any  way  by  a  person 
other  than  an  inspection  program 
employee  constitutes  a  criminal  offense 
(9  CFR  325.16(b);  21  U.S.C.  611  and  676), 
is  the  only  effective  means  of 
maintaining  such  control. 

However,  pork  that  has  been 
refrigerated  to  destroy  trichinae  already 
has  been  treated  in  accordance  with 
S  318.10(c)(2)  of  the  regulations  (9  CFR 
318.10(c)(2]).  The  focus  of  concern  when 
such  product  in  transferred  to  another 
establishment  for  further  preparation 
into  finished  products  for  which 
treatment  to  destroy  any  possible  live 
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trichinae  is  required  (instead  of  being  so 
prepared  in  the  establishment  in  which 
it  was  refngerated  (see  9  CFR  318.10(b) 
and  318.10(c)(2)(v)  as  proposed  to  be 
amended))  is  maintaining  its  identity  as 
pork  which  already  has  been 
refrigerated,  rather  than  maintaining 
inspectional  control.  Consequently,  FSIS 
believes  that  the  procedure  for 
transporting  product  that  has  been 
refrigerated  to  destroy  trichinae  should 
be  comparable  to  the  one  for  products 
transported  for  further  processing 
pursuant  to  S  325.5  of  the  regulations  (9 
CFR  325.5). 

FSIS  also  believes  that,  as  with 
products  transported  for  further 
processing  pursuant  to  §  325.5  of  the 
regulations  (9  CFR  325.5),  shipment  of 
products  covered  by  S  325.7  of  the 
regulations  (9  CFR  325.7)  should  be  only 
in  closed  containers  and  not  loose  in 
railroad  cars,  trucks,  or  other  means  of 
conveyance  (proposed  deletion  of 
paragraph  (a)  of  9  CFR  325.7).  Under  the 
proposed  rule,  pork  that  has  been 
refrigerated  to  destroy  trichinae  would 
be  packed  in  closed  container(s) 
individually  sealed  with  an  unofficial 
seal  that  is  applied  by  the  establishment 
from  which  such  product  is  transported 
and  includes  its  establishment  number, 
and  such  containers  would  bear  the 
official  inspection  legend  and  the 
statement,  currently  marked  thereon, 
“Pork  Product — *F. — ^Days 
Refrigeration”  (9  CFR  325.7(b)  as 
proposed  to  be  amended).  Individual 
closed  containers  of  product  passed  for 
cooking  and  beef  that  is  to  be 
refrigerated  to  destroy  cysticerci  would 
continue  to  be  sealed  with  the 
Department’s  prescribed  official  seal 
and  as  otherwise  already  required  by 
the  regulations  (9  CFR  325.7(a)  as 
proposed  to  be  amended). 

In  addition,  in  view  of  anticipated 
changes  in  the  field  structure,  FSIS  is 
proposing  to  modify  the  procedure  used 
by  inspection  program  personnel  at 
establishments  shipping  restricted 
products  to  notify  inspection  program 
personnel  at  destination  establishments 
(9  CFR  325.7(b)).  The  inspection  program 
employee  affixing  official  seal(s)  to 
containers  of  product  passed  for  cooking 
or  beef  that  is  to  be  refrigerated  to 
destroy  cysticerci  would  promptly  issue 
and  forward  to  the  "Inspection  Program 
supervisor  designated  for”  the 
destination  establishment  (rather  than 
the  lie  at  destination)  a  report  on  the 
consignment,  and  he  or  she  would 
forward  a  duplicate  copy  to  the  area 
office  for  the  area  where  the 
establishment  from  which  such  product 
is  shipped  in  located  (rather  than 
retaining  such  copy  “in  the  program 


files”)  (9  CFR  325.7(a)  as  proposed  to  be 
amended). 

FSIS  is  not  proposing  to  change  the 
requirement  that  when  products  are 
offered  for  transportation  under  $  325.7 
of  the  regulations  (9  CFR  325.7),  they 
must  be  accompanied  by  a  certificate, 
made  out  in  duplicate  by  the  shipper 
and  delivered  to  the  initial  carrier,  with 
retention  by  each  (9  CFR  325.7(c);  see 
also  9  CFR  Part  320  regarding  shippers’ 
records).  However,  because  the 
regulations  currently  require  such 
certificate  to  be  “in  the  form  set  out  in 
S  325.5(b)”  and  that  form  would  be 
revised  to  apply  to  products  shipped 
under  unofficial  seal,  FSIS  is  proposing 
to  supplement  the  reference  to  that  form 
by  including  an  exception  for  product 
passed  for  cooking  and  beef  that  is  to  be 
refrigerated  to  destroy  cysticerci:  the 
certificates  would  indicate  that  the 
contents  are  restricted  products  in 
specified  containers  sealed  with  official 
seals  (proposed  amendment  to  9  CFR 
325.7(c)). 

As  indicated  above,  official  seals  may 
be  broken  only  by  inspection  program 
employees.  Under  IPI,  situations  will 
increase  in  which  no  inspection  program 
employee  would  be  present  when  an 
establishment  preparing  meat  food 
products  receives  products  transported 
pursuant  to  §  325.7  of  the  regulations  (9 
CFR  325.7).  Disruptions  vis-a-vis  carriers 
would  by  avoided  by  application  of 
official  seals  to  product  containers 
rather  than  the  means  of  conveyance 
(e.g.,  a  railroad  car)  used  in  transporting 
such  products,  since  such  containers 
could  be  unloaded  at  receiving 
establishments  without  breaking  official 
seals.  To  assure  that  the  official  seals  on 
such  containers  are  broken  in  a  timely 
manner,  FSIS  also  is  proposing  to  amend 
§  325.16(b)  of  the  regulations  (proposed 
amendment  to  9  CFR  325.16(b))  to 
provide  that  “(i]f  no  Inspection  Program 
employee  is  present  at  an  official 
establishment  receiving  product 
transported  under  official  seal,  the 
Inspection  Program  supervisor 
designated  for  such  establishment  will, 
when  notified  by  that  establishment, 
arrange  for  the  breaking  of  such  seal(s) 
by  an  Inspection  Program  employee.” 

In  view  of  these  proposed 
amendments,  and  FSIS’s  proposal  to 
eliminate  the  sealing  requirement  in 
S  316.14(b)  of  the  regulations  (proposed 
removal  of  9  CFR  316.14(b);  52  FR  45639, 
December  1, 1987),  several  further, 
conforming  changes  would  be  made  in 
the  regulations.  In  addition  to  the 
previously  noted  changes  to  §§  312.5, 
316.13(e),  and  318.10(c)(2)(vi)  (proposed 
amendments  to  9  CFR  312.5,  316.13(e), 
and  318.10(c)(2)(vi)),  S  325.17  of  the 


regulations  (9  CFR  325.17),  which 
addresses  the  unloading  and  loading  of 
railroad  cars,  trucks  or  other  means  of 
conveyance  containing  unmarked 
products  while  en  route  between  official 
establishments,  would  be  amended  to 
reflect  the  fact  that  such  means  of 
conveyance  would  no  longer  be 
officially  sealed.  Section  325.18(b)  of  the 
regulations  (9  CFR  325.18(b)),  which 
provides  an  exception  (for  extraordinary 
emergencies)  to  the  general  prohibition 
against  the  breaking  of  official  seals  by 
anyone  other  than  program  employees, 
and  the  cross-reference  to  that 
exception  in  $  325.16(b)  of  the 
regulations  (9  CFR  325.16(b))  would  be 
deleted  because  means  of  conveyance 
would  no  longer  be  officially  sealed.'^ 
(Paragraph  (a)  of  $  325.16  of  the 
regulations  (9  CFR  325.16(a))  also  would 
be  amended  to  reflect  the  fact  that  the 
cited  regulation  no  longer  includes  a 
paragraph  designation.) 

FSIS  recognizes  that  implementation 
of  its  proposed  changes  in  the 
procedures  for  transporting  products 
under  §§  325.5  amd  325.7  of  the 
regulations  (9  CFR  325.5  and  325.7)  could 
increase  costs  for  some  industry 
members.  In  developing  the  proposed 
rule,  FSIS  has  sought  to  minimize  such 
potential  costs.  However,  options  such 
as  permitting  the  routine  breaking  of 
official  seals  by  employees  of  official 
establishments  or  the  use  of  unofficial 
seals  on  means  of  conveyance  do  not  at 
this  time  appear  to  be  appropriate  or 
provide  adequately  for  elective 
regulation  of  products  shipped  between 
official  establishments  for  further 
processing.  Interested  members  of  the 
public  are  encouraged  to  submit 
additional  information  regarding 
methods  for  assuring  the  efficient  and 
effective  control  of  such  products  under 
theFMIA. 

Finally,  FSIS  is  proposing 
modifications  in  certain  procedural 
aspects  of  §  325.10  of  the  regulations  (9 
CFR  325.10).  This  section  provides  for 
transportation  of  products  in  commerce 
to  an  official  establishment,  after 
obtaining  permission  from  the  area 
supervisor  of  the  area  in  which  such 
establishment  is  located,  for  a  careful 
inspection  and  further  handling  and 
disposition  as  appropriate  when 
marked,  inspected  and  passed  product  is 
claimed  to  have  become  adulterated 
after  being  transported  from  an  official 
establishment.  Particularly  since  an  area 

*  FSIS  has  proposed  amendments  to 
{$  32S.l(b)(2),  327.7,  and  38imo  of  the  regulations 
(9  CFR  325.1(b)(2),  327.7,  and  38im0)  which  would 
eliminate  transportation  under  official  import  seal 
prior  to  inspection  of  products  offered  for 
importation.  (53  FR  17059,  May  13. 1968.) 
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superviso  *  may  not  know  when  such  a 
shipment  will  arrive  at  an  establishment 
preparing  meat  food  products,  no 
inspection  program  employee  may  be 
present.  Also,  under  IPI,  different 
inspectors  may  be  assigned  to  that 
establishment  at  different  times. 
Therefore,  under  the  proposed  rule,  the 
area  supervisor  would  provide  a  copy  of 
his  or  her  record  authorizing  and 
identifying  the  shipment  to  the 
“Inspection  Program  supervisor 
designated  for"  (rather  than  the 
“inspector  at")  the  receiving 
establishment  (proposed  amendment  to 
9  CFR  325.10(a));  and  if  no  inspection 
program  employee  is  present  upon 
arrival  of  the  shipment,  the  receiving 
establishment  must  notify  the 
designated  supervisor  who  will,  when  so 
notified,  arrange  for  a  careful  inspection 
by  an  inspection  program  employee 
(proposed  amendment  to  9  CFR 
325.10(b)).  If  the  article  is  then  found  to 
be  not  adulterated  and  is  fit  for  use  as 
human  food,  it  may  then  be  received 
into  the  establishment  as  currently 
provided. 

Imports:  Part  327  and  Part  381,  Subpart  T 

The  proposed  rule  would  not  change 
the  conditions  for  importation  of  meat  or 
meat  food  or  poultry  products.  Meat  or 
meat  food  products  or  poultry  products 
from  a  foreign  country  are  eligible  for 
importation  into  the  United  States  only 
after  the  Administrator  has  determined 
that  the  system  of  meat  or  poultry 
inspection  maintained  by  that  country 
vrith  respect  to  establishments  preparing 
products  for  export  to  the  United  States 
insures  compliance  of  such 
establishments  and  their  products  with 
requirements  at  least  equal  to  all  the 
provisions  of  the  FMIA  or  the  PPIA  and 
the  regulations  in  Parts  301-335  or  Part 
381  which  are  applied  to  official 
establishments  and  their  products  in  the 
United  States  and  that  reliance  can  be 
placed  upon  the  certificates  required 
from  such  country's  authorities  (9  CFR 
327.2(a)(1)  and  381.196(a)(1), 
respectively;  see  also  9  CFR  327.1-327.4 
and  381.195-381.197  generally).  FSIS  is 
proposing,  however,  several  conforming 
amendments  to  reflect  the  change  to  IPI 
for  operations  preparing  meat  food 
products  or  further  processing  poultry 
products.  In  other  words,  these 
amendments  are  intended  only  to  clarify 
the  regulations  by  recognizing 
modifications  in  certain  inspection 
requirements  which  are  applied  to 
official  establishments  and  their 
products  under  the  system  of  Federal 
inspection  in  the  United  States  and  with 
respect  to  which  foreign  meat  and 
poultry  inspection  systems  must  impose 
“at  least  equal  to”  requirements. 


The  proposed  rule  would  amend 
subparagraph  (2)  of  §S  327.2(a)  and 
381.196(a)  of  the  regulations  (9  CFR 
327.2(a)(2)  and  381.196(a)(2))  to  provide 
that,  in  determining  the  acceptability  of 
a  foreign  meat  or  poulty  inspection 
system,  the  legal  authority  and 
regulation  requirements  which  must  be 
met  include  direct  and  continuous 
supervision  of  slaughtering  and  “official 
coverage  and  controls  for  all  other" 
product  preparation  or  processing 
(proposed  amendment  to  subparagraph 
(2)  (ii)  (cfi)  and  offical  controls  “for 
assuring  that  condemned  material  is” 
destroyed  or  removed  and  thereafter 
excluded  from  the  establishment  (rather 
than  such  controls  “over  condemned 
material  until”  it  is  so  destroyed  or 
removed  and  excluded)  (proposed 
amendment  to  subparagraph  (2)  (ii)  (g)). 
In  addition,  §  327.4(b)  of  the  regulations 
(9  CFR  327.4(b))  would  be  amended  by 
deleting  “continuous  supervision  of  an 
inspector  under"  fi'om  the  foreign-meat- 
inspection  certificate  that  must 
accompany  meat  food  product 
consigned  to  the  United  States  fi'om  a 
foreign  country.  (The  form  of  the  foreign 
poultry  products  inspection  certificate 
does  not  include  comparable  language  (9 
CFR  381.197(b)).) 

Designated  States:  Part  331  and  Part  381, 
Subpart  V 

The  Federal  meat  and  the  poultry 
products  inspection  regulations  include 
special  provisions  for  “States” 

(including  the  Commonwealth  of  Puerto 
Rico  and  organized  Territories) 
designated  under  section  301(c)  of  the 
FMIA  or  section  5(c)  of  the  PPIA  (21 
U.S.C.  454(c)  and  661(c)).  The 
amendments  being  proposed  to  these 
provisions  are  intended  to  reflect 
anticipated  changes  in  the  inspection 
program's  supervisory  field  structure 
and  a  previous  change  in  FSIS’s 
headquarters  organization  as  regards 
marking  and  labeling  responsibilities. 
Proposed  amendments  to  subparagraphs 
(1),  (2),  and  (4)  of  §  §  331.3(e)  and 
381.222(d)  of  the  regulations  (9  CFR 
331.3(e)  (1),  (2),  and  (4)  and  381.222(d) 

(1),  (2),  and  (4)]  would  replace  circuit 
supervisor  with  Inspection  Program 
supervisor  terminology  in  describing  the 
responsible  inspection  program 
personnel.  Proposed  amendments  to 
subparagraphs  (2)  and  (3)  of  §§  331.3(e) 
and  381.222(d)  of  the  regulations  (9  CFR 
331.3(e)  (2)  and  (3)  and  381.222(d)  (2)  and 
(3))  would  replace  references  to  the 
Labeling  and  Packaging  Staff  with  the 
Standards  and  Labeling  Division  as  the 
organizational  unit  to  which  copies  of 
labeling  and  descriptions  of  marking 
devices  granted  temporary  approval  are 
to  be  sent. 


Supplemental  Rules  of  Practice:  Part  335 

As  indicated  above,  FSIS  is  proposing 
to  amend  S  305.5(a)  of  the  Federal  meat 
inspection  regulations  (9  CFR  305.5(a)) 
to  reflect  the  current  language  of  section 
6(b)(2)  of  the  FMIA  (21  U.S.C.  606(b)(2)), 
as  amended  by  the  FTA  (section  403 
(a)).  That  section  of  the  regulations 
would  continue  to  provide  that 
inspection  withdrawal  is  to  be  in 
accordance  with  the  applicable  rules  of 
practice.  Among  those  rules  are  the 
provisions  of  §  335.11  of  the  regulations 
(9  CFR  335.11).  The  proposed  rule  would 
amend  §  335.11  of  the  regulations  (9  CFR 
335.11)  to  address  the  withdrawal  of 
inspection  service  when  the 
Administrator  has  reason  to  believe  that 
an  establishment  receiving  inspection 
service  has  failed  to  fulfill  its  statutory 
responsibility  (21  U.S.C.  606(b))  to 
determine  whether  or  not  meat  food 
products  are  adulterated  and  to 
condemn  and  destroy  all  products  found 
to  be  adulterated.  This  responsibility  is 
the  functional  and  legal  equivalent  of 
the  responsibility  of  the  operator  to 
destroy  for  human  food  purposes 
product  that  has  been  condemned  by  an 
inspection  program  employee  (see 
proposed  §§  314.13  and  381.95). 

Proposed  rule 
List  of  Subjects 
9  CFR  Part  301 

Meat  inspection;  Inspection  program 
defintions. 

9  CFR  Parts,  302,  303,  305,  308,  and  312 

Meat  inspection.  Requirements. 

9  CFR  Parts  306  and  307 

Meat  inspection.  Requirements, 
Government  employees. 

9  CFR  Part  314 

Meat  inspection. 

9  CFR  Parts  316  and  317 

Meat  inspection.  Meat  and  meat  food 
products.  Food  packaging.  Food 
labeling. 

9  CFR  Part  318 

Meat  inspection.  Requirements,  Meat 
and  meat  food  products.  Food 
packaging.  Food  labeling. 

9  CFR  Part  320 

Meat  inspection.  Reporting  and 
recordkeeping  requirements. 

9  CFR  Part  322 

Meat  inspection.  Exports. 
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9CFRPart325 

Meat  inspection.  Requirements, 
Reporting  and  recordkeeping 
requirements.  Transportation. 

9CFRPart327 

Meat  inspection.  Imports. 
9CFRPart331 

Meat  inspection.  Requirements,  State 
designation. 

9CFRPart335 

Administrative  practice  and 
procedure. 

9CFRPart381 

Definitions,  Requirements, 

Government  employees.  Poultry 
products  inspection.  Official  marks. 

Food  packaging.  Food  labeling. 

Reporting  and  recordkeeping 
requirements.  Imports,  State 
designations. 

For  the  reasons  set  forth  in  the 
preamble,  the  following  amendments  to 
the  Federal  meat  inspection  regulations 
(9  CFR  Parts  301-303,  305-308,  312,  314, 
316-318,  320,  322,  325,  327,  331,  and  335) 
and  the  poultry  products  inspection 
regulations  (9  CFR  Part  381)  are 
proposed: 

PART  301— DEFINITIONS 

1.  The  authority  citation  for  Part  301 
continues  to  read  as  follows: 

Authority;  34  Stat.  1260,  79  Stat.  903,  as 
amended,  81  Stat.  584,  84  Stat.  91,  438;  21 
U.S.C.  71  et  seq.,  601  et  seq. 

2.  Paragraphs  (f),  (h),  (j),  (k),  (ff), 
(mmm),  and  (nnn)  of  §  301.2  would  be 
revised  to  read  as  follows: 

§  301.2  Definitions. 

*  *  «  *  * 

(f)  Program  or  Inspection  Program. 

The  organizational  unit  within  the 
Department  having  the  responsibility  for 
carrying  out  the  provisions  of  the  Act 
and  the  rules  and  regulations 
thereunder. 

***** 

(h)  Program  employee  or  Inspection 
Program  employee.  Any  inspector  or 
other  individual  employed  by  the 
Department  or  any  cooperating  agency 
who  is  authorized  to  perform  any 
function  in  connection  with  the 
Inspection  Program. 
***** 

(j)  Circuit  supervisor.  An  Inspection 
Program  supervisor  with  responsibility 
for  supervising  the  carrying  out  of 
Inspection  Program  functions  at  more 
than  one  official  establishment. 
***** 


(k)  Inspection  Program  supervisor.  An 
Inspection  Program  employee  who  is 
delegated  authority  to  exercise 
supervision  over  one  or  more  phases  of 
the  Inspection  Program  at  a  designated 
level.* 

***** 

(ff)  U.S.  retained.  This  term  means 
that  the  carcass,  viscera,  other  part  of 
carcass,  or  other  product  or  other 
article  so  identified  is  held  for  further 
examination  by  an  inspection  program 
employee  to  determine  its  disposal. 
***** 

(mmm)  Area.  The  organizational  imit 
within  the  inspection  program  reporting 
to  regional  offices  and  responsible  for 
the  supervision  of  one  or  more  circuit 
supervisors  and/or  other  inspection 
program  supervisors  and  for  providing 
inspection  coverage  for  establishments 
within  a  designated  geographical  area. 

(nnn)  Inspector  in  charge.  An 
Inspection  Program  employee  who  is 
designated  as  having  primary 
responsibility  for  Inspection  Program 
functions  at  a  particular  official 
establishment. 

***** 

3.  Paragraph  (eee)  of  §  301.2  would  be 
amended  by  replacing  “or  rendering” 
with  “rendering,  or  otherwise 
manufacturing  or  processing”  and  by 
replacing  “establishments”  the  second 
place  it  occurs  with  establishment(s)." 


4.  The  authority  citation  for  Part  302 
would  be  revised  to  read  as  follows: 

Authority:  34  Stat.  1260,  79  Stat.  903,  as 
amended,  81  Stat.  584, 84  Stat.  91, 438, 100 
Stat.  3556,  3567-72;  (21  U.S.C.  71  et  seq.,  601  et 
seq.,  33  U.S.C.  466-466k):  Pub.  L.  96-511,  94 
Stat.  2812  (44  U.S.C.  3501  et  seq.). 

5.  Part  302  would  be  amended  by 
adding  new  §§  302.4  and  302.5  to  read  as 
follows  and  the  Table  of  Contents  would 
be  amended  accordingly: 

§  302.4  Inspection  of  products. 

The  Administrator  will  ensure 
inspection  of  products  is  conducted  by 
Inspection  Program  Employees  as  is 
necessary  and  appropriate  under  the 
Act  and  the  regulations.  The  conditions 
and  methods  of  inspection  will  vary 
among  establishments,  depending  on  the 
nature  of  operations,  compliance 
history,  and  other  conditions  unique  to 
each  establishment.  The  conditions  and 


‘  Information  identifying  the  employees  who  have 
been  delegated  such  authority  is  available  from  the 
Administrator,  Food  Safety  and  Inspection  Service, 
U.S.  Department  of  Agriculture,  Washington,  DC 
20250. 


methods  of  inspection  will  necessarily 
change  fi*om  time  to  time  to 
accommodate  advances  in  inspection 
techniques  and/or  changes  in 
establishment  operations.  Consequently, 
designated  Inspection  Program 
employees  will  determine  for  each 
establishment  what  inspection-related 
tasks  and  activities  are  appropriate,  in 
accordance  with  guidelines  provided  by 
the  Administrator  that  catalogue  all 
current  inspection  tasks  and  activities 
that  may  apply  in  various 
establishments  under  various 
circumstances.  Such  guidelines  shall  be 
available  for  reference  and  use  by  the 
official  establishments.  Assigned 
inspection  tasks  and  activities  will  be 
conducted  by  individual  program 
employees  as  directed  by  the  inspection 
program. 

§  302.5  Frequenqf  and  manner  of 
Inspection. 

(a)  In  establishments  preparing 
products  at  which  inspection  under  the 
regulations  is  required,  the  fi«quency 
with  which  and  the  manner  in  which 
meat  food  products  made  fi'om  livestock 
previously  slaughtered  in  official 
establishments  are  examined  and 
inspected  by  Inspection  Program 
employees  shall  be  based  on 
considerations  relevant  to  effective 
regulation  of  meat  food  products  and 
protection  of  the  health  and  welfare  of 
consumers  and  be  determined  in 
accordance  with  this  section. 

(b)  The  determinations  referred  to  in 
paragraph  (a)  of  this  section  shall  be 
made  by  the  Inspection  Program  and 
shall  reflect  its  evaluations  of  the 
performance  and  the  characteristics  of 
such  establishments. 

(1)  In  assessing  the  performance  of  an 
establishment,  the  following  factors  are 
appropriate  for  consideration: 

(1)  The  history  of  compliance  with 
applicable  regulatory  requirements  by 
the  person  operating  at  such 
establishment  or  by  anyone  responsibly 
connected  with  the  business  that 
operates  such  establishment,  as 
“responsibly  connected”  is  defined  in 
section  401(g)  of  the  Act; 

(ii)  The  procedures  used  in  such 
establishment  to  control  the  production 
process,  environment,  and  resulting 
product  in  order  to  assure  and  monitor 
compliance  with  the  requirements  of  the 
Act  and  the  rules  and  regulations 
thereunder. 

(2)  In  assessing  the  characteristics  of 
an  establishment,  the  following  factors 
are  appropriate  for  consideration: 

(i)  The  complexity  of  the  processing 
operation(s)  conducted  at  such 
establishment. 


PART  302— APPLICATION  OF 
INSPECTION  AND  OTHER 
REQUIREMENTS 
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(ii)  The  frequency  with  which  each 
such  operation  is  conducted  at  such 
establishment, 

(iii)  The  voliune  of  product  resulting 
from  each  such  operation  at  such 
establishment, 

(iv)  Whether  and  to  what  extent 
slau^ter  operations  also  are  conducted 
at  such  establishment, 

(v)  What,  if  any,  food  products  not 
regulated  under  &is  Act  or  the  Poultry 
Products  Inspection  Act  also  are 
prepared  at  such  establishment,  and 

(vi)  The  size  of  such  establishment 

(c)  The  Inspection  Program  shall  base 

the  conditions  and  methods  of 
inspection  coverage  of  operations  other 
than  slaughter  in  an  establishment 
making  meat  food  products  from 
livestock  previously  slaughtered  in 
ofHcial  establishment(s]  on; 

(1)  The  history  of  compliance  at  the 
establishment 

(2)  The  evaluation  of  the 
characteristics  of  such  establishment 
described  in  paragraph  (b)(2]  of  this 
section, 

(3)  The  control  procedures  described 
in  paragraph  (b)[l)(ii}  of  this  section, 

(4)  Hie  si^dficance  of  potential  public 
health  consequences  of  noncompliance, 
and 

(5)  The  competence  of  the  person 
conducting  operations  at  such 
establishment,  as  indicated  by: 

(i)  Knowledge  of  appropriate 
manufacturing  practices  and  applicable 
regulatory  requirements. 

(ii)  Demonstrated  ability  to  apply  such 
knowledge  in  a  timely  and  consistent 
manner,  and 

(iii)  Commitment  to  correcting 
deficiencies  noted  by  Inspection 
Program  employees  and  otherwise 
assuring  compliance  with  applicable 
regulatory  requirements;  and 

(6)  The  availability  of  Inspection 
Program  employees. 

PART  303— EXEMPTIONS 

6.  The  authority  citation  for  Part  303 
continues  to  read  as  follows; 

Authority:  34  StaL  1260,  79  StaL  903,  as 
amended,  81  Stat.  584, 84  StaL  91, 438  (21 
U.S.C..  eOl  et  seq..  Pub!  L.  99-641,  Title  IV.  100 
Stat.  3556,  3567-72, 33  U.S.C.  466-466k);  Pub. 

L.  96-511, 94  Stat.  2812  (44  U.S.C.  3501  et 
seq.). 

§  303.2  [Removed  and  Reserved] 

7.  Part  303  would  be  amended  by 
removing  and  reserving  §  303.2. 

PART  305— OFFICIAL  NUMBERS; 
INAUGURATION  OF  INSPECTION; 
WITHDRAWAL  OF  INSPECTION; 
REPORTS  OF  VIOLATION 

8.  The  authority  citation  for  Part  305 
continues  to  read  as  follows: 


Authority:  34  Stat  1260, 79  StaL  903,  as 
amended.  81  Stat  584, 84  Stat.  91,  436, 21 
U.S.C..  71  et  seq..  33  U.S.C  468-466k. 

§  305.4  [Amended] 

9.  The  first  and  last  sentences  of 

§  305.4  would  be  amended  by  replacing 
“the  circuit  supervisor”  with  “an 
Inspection  Program  supervisor.” 

§  305.5  [Amended] 

10.  Paragraph  (a)  of  5  305.5  would  be 
amended  by  adding  “or  to  condemn  and 
destroy  meat  food  products  found  to  be 
adulterated”  after  “condemned 
products”  in  the  first  sentence. 

11.  Section  305.6  would  be  revised  to 
read  as  follows; 

§  305.6  Reports  of  violations. 

Inspection  Program  employees  and 
other  representatives  of  the  Department 
shall  report,  in  a  manner  prescribed  by 
the  Administrator,  all  violations  of  the 
Act  and  noncomplianoe  with  the  rules 
and  regulations  of  which  they  have 
knowledge  or  information. 

PART  306— ASSIGNMENT  AND 
AUTHORITIES  OF  PROGRAM 
EMPLOYEES 

12.  The  authority  citation  for  Part  306 
continues  to  read  as  follows: 

Authority:  34  Stat.  126a  79  Stat.  903,  as 
amended.  81  Stat.  564, 84  Stat.  91, 438;  21 
U.S.C.,  601  et  seq..  33  U.S.C.  117(b). 

13.  Section  306.1  would  be  amended 
by  revising  the  title  and  the  text  to  read 
as  follows  and  the  Table  of  Contents 
would  be  amended  accordingly: 

§  306.1  Designation  of  supervisors. 

The  Administrator  shall  designate 
Inspection  Program  supervisors. 

§306.2  [Amended] 

14.  Section  306.2  would  be  amended 
by  adding  “Inspection”  before 
“Program”  in  the  title  and  in  the  first 
sentence  and  by  replacing  “to  which 
they  are  assigned”  with  “in  which  they 
are  authorized  to  perform  Inspection 
Program  functions”  in  the  first  sentence. 
The  Table  of  Contents  would  be 
amended  accordingly. 

§  306.3  [Amended] 

15.  Section  306.3  would  be  amended 
by  adding  "or  she”  after  “he”  each  time 
“he”  appears  and  by  adding  “or  her” 
after  “him”  and  replacing  “to  which  he 
is  assigned”  with  “in  which  he  or  she  is 
authorized  to  perform  Inspection 
Program  functions"  in  the  second 
sentence. 

§306.5  [Amended] 

16.  Section  306.5  would  be  amended 
by  adding  “Inspection"  before 


“Program,”  in  the  first  sentence  and  by 
replacing  “inspector  in  charge”  with 
“designated  program  employee”  in  the 
second  sentence. 

PART  307— FACILITIES  FOR 
INSPECTION 

17.  The  authority  citation  for  Part  307 
would  continue  to  read  as  follows: 

Authority:  41  Stat.  241,  7  U.S.C.  394;  34  Stat. 
1264,  as  amended;  21  U.S.C.  621;  62  Stat.  334; 

21  U.S.C.  695,  7  CFR  2.15(a),  202. 

§  307.1  [Amended] 

18.  Section  307.1  would  be  amended 
by  adding  “Inspection”  before 
“Program”  in  the  title,  by  replacing  “the 
inspector  and  other”  with  “Inspection” 
and  removing  “assigned  thereto”  in  the 
first  sentence,  by  adding  “or  other 
designated  Inspection  Program 
supervisor”  after  “circuit  supervisor” 
both  times  “circuit  supervisor”  appears 
and  adding  “Inspection”  before 
“Program”  both  times  “Program” 
appears  in  the  second  sentence,  and  by 
deleting  “requiring  the  services  of  less 
than  one  full  time  inspector”  and  adding 
“Inspection”  before  “Program”  in  the 
third  sentence.  The  Table  of  Contents 
would  also  be  amended  accordingly. 

§  307.2  [Amended] 

19.  Section  307.2  would  be  amended 
by  adding  "or  other  designated 
Inspection  Program  supervisor”  after 
“circuit  supervisor”  in  the  first  sentence 
of  the  introductory  text  and  in 
paragraph  (j)  and  by  adding 
“Inspection”  before  “Program”  in 
paragraph  (d),  the  first  sentence  of 
paragraph  (h),  and  paragraph  (k). 

20.  Section  307.4  would  be  amended 
by  revising  the  title  and  replacing 
paragraph  (a)  with  paragraph  (a)(1)  to 
read  as  follows  and  the  Table  of 
Contents  would  be  amended 
accordingly: 

§  307.4  Conduct  and  schedule  of 
operations. 

(a)  Slaughter  operations. 

(1)  No  slaughter  operations  requiring 
inspection  shall  be  conducted  except 
under  the  supervision  of  an  Inspection 
Program  employee.  All  slaughtering  of 
animals  shall  be  done  with  reasonable 
speed,  considering  the  official 
establishment’s  facilities. 

*  *  «  *  « 

21.  Section  307.4  would  be  revised 
further  by  redesignating  paragraph  (b) 
as  paragraph  (a)(2),  by  redesignating 
paragraph  (c)  as  paragraph  (a)(3),  and 
by  amending  the  new  paragraph  (a)(3)  in 
the  first  sentence  by  replacing  the  words 
“importers,  and  exporters”  with 
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“conducting  slaughter  operations”  and 
by  removing  the  last  sentence. 

22.  A  new  paragraph  (b)  would  be 
added  to  S  307.4  to  read  as  follows; 
***** 

(b)  Operations  other  than  slaughter. 

(1)  No  operations,  other  than 
slau^ter,  requiring  inspection  shall  be 
conducted  except  under  such  coverage 
by  Inspection  Program  employees  as  the 
Inspection  Program  determines  to  be 
appropriate  to  assure  effective 
regulation  of  meat  food  products  and 
protection  of  the  public  health  and 
welfare.  All  preparation  of  products 
shall  be  done  with  reasonable  speed, 
considering  the  official  establishment’s 
facilities. 

(2)  Official  establishments  preparing 
meat  food  products  will  establish  a 
regularly  scheduled  operating  period  for 
each  workday  in  the  basic  workweek. 
Once  established,  the  scheduled 
operating  period,  and  mealtimes  and 
rest  breaks  within  the  operating  period, 
must  remain  relatively  constant  as  to 
time  and  duration  to  facilitate  the 
scheduling  of  inspection  activities. 

(3)  Official  establishments,  importers 
and  exporters  shall  not  be  charged  for 
inspection  service  that  is  furnished,  up 
to  12  consecutive  hours  per  day,  if 
provided  during  scheduled  operations 
conducted  between  the  hours  of  6:00 
a.m.  and  6:00  p.m.,  Monday  through 
Friday,  subject  to  the  provisions  of 

§  307.5.  Alternatively,  official 
establishments,  importers  and  exporters 
may  elect  to  establish  as  their  basic 
workweek  during  which  inspection 
service  is  provided  without  charge, 
subject  to  the  provisions  of  §  307.5,  any 
5  consecutive  8-hour  days  within  the 
administrative  workweek  Sunday 
through  Saturday,  excluding  the  lunch 
period;  except  that,  when  possible,  the 
Department  shall  schedule  the  basic 
workweek  so  as  to  consist  of  5 
consecutive  8-hour  days  Monday 
through  Friday,  excluding  lunch  period. 
The  Department  may  depart  from  the 
basic  workweek  in  ffiose  cases  where 
maintaining  such  a  schedule  would 
seriously  handicap  the  Department  in 
carrying  out  its  function. 

23.  Paragraph  (d)  of  $  307.4  would  be 
redesignated  “(c)  Approval  of 
sched^es”  and  would  be  amended  in 
subparagraph  (2)  by  adding  “changes  in 
the  workweek  or”  after  “involving”  in 
the  second  sentence  and  by  adding  “or 
designated  Inspection  Program 
supervisor”  after  “inspector  in  charge” 
in  the  last  sentence,  and  by  revising 
subparagraph  (3)  to  read  as  follows: 

(c)  Approval  of  schedules.  *  *  * 

(3)  Requests  to  operate  outside  an 
approved  work  schedule  shall  be  made 


to  the  designated  Inspection  Program 
supervisor  as  early  in  the  day  as 
possible  for  operations  to  be  conducted 
within  the  same  workday,  or  prior  to  the 
end  of  the  day’s  operation  for  operations 
to  be  conducted  at  the  start  of  die 
following  day:  Provided,  'That  an 
Inspection  Program  employee  may  be 
called  back  to  duty  after  completion  of 
his  or  her  daily  tour  of  duty  under  the 
provisions  of  §  307.6(b)  of  this 
subchapter. 

9307.S  [Anwndedl 

24.  Paragraph  (a)  of  S  307.5  would  be 
amended  by  replacing  all  text  after  the 
word  “section;”  with  the  following: 
“outside  the  times  and  days  specified  in 
§  307.4(b)(3)  of  this  part;  during  an 
approved  work  schedule  when 
operations  are  not  being  conducted  and 
reasonable  notice  thereof  has  not  been 
provided  to  the  program;  or  during  any 
operations  conducted  outside  a  work 
schedule  approved  under  §  307.4  of  this 
part  that  requires  an  inspection  program 
employee  to  work  more  than  8  hours  on 
any  day,  or  more  than  40  hours  in  any 
administrative  workweek  Sunday 
through  Saturday.” 

25.  Section  307.6  would  be  amended 
by  adding  “Inspection”  before 
“Program”  in  paragraph  (a)  and  by 
revising  paragraph  (b)  to  read  as 
follows: 

9  307.6  Basis  of  billing  for  ovortims  and 
holiday  services. 

***** 

(b)  Official  establishments,  importers, 
or  exporters  requesting  and  receiving 
the  services  of  an  Inspection  Program 
employee  who  is  called  back  to  duty 
during  any  overtime  or  holiday  period 
after  completion  of  his  or  her  tour  of 
duty  shall  be  billed  for  a  minimum  of  2 
hours  of  overtime  or  holiday  inspection 
service  at  the  established  rate. 

PART  308— SANITATION 

26.  The  authority  citation  for  Part  308 
continues  to  read  as  follows: 

Authority;  34  Stat.  1260,  79  Stat.  903,  as 
amended,  81  Stat.  584,  84  Stat.  91. 438;  21 
U.S.C.,  601  et  seq. 

9308.3  [Ammuted] 

27.  Section  308.3  would  be  amended 
by  adding  “or  other  designated 
Inspection  Program  supervisor”  after 
“circuit  supervisor'  each  time  “circuit 
supervisor”  appears  in  paragraphs  (c) 
and  (d)  (1)  and  (2). 

9  308.5  [Amended] 

28.  Paragraph  (e)  of  §  308.5  would  be 
amended  by  replacing  "Program 
inspectors”  with  “Inspection  Program 
employees.” 


9  308.8  [Amended] 

29.  Section  308.8  would  be  amended 
by  adding  “or  other  Inspection  Program 
employee”  after  “inspector  in  charge”  in 
the  second  sentence  of  paragraph  (d) 
and  by  adding  “or  other  Inspection 
Program  supervisor”  after  “circuit 
supervisor”  in  paragraph  (f). 

9  308.15  [Amended] 

30.  Section  308.15  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  adding  “and 
tagging  products  prepared  therewith  or 
therein”  after  “compartments”  in  the 
title,  by  adding  “or  she”  and  “he”  in  the 
first  sentence,  and  by  replacing  “a 
Program”  with  “an  Inspection  Program” 
in  the  first  and  third  sentences. 

31.  Section  308.15  would  be  further 
amended  by  designating  the  second  and 
third  sentences  as  paragraph  (a)  and  by 
adding  paragraph  (b)  to  read  as  follows: 

§308.15  Tagging  Insanitary  equipment, 
utensHs,  rooms  or  compartments  and 
tagging  products  prepared  therewith  or 
therein. 

***** 

(b)  When  any  equipment,  utensil, 
room,  or  compartment  is  so  tagged  by  an 
Inspection  Program  employee,  he  or  she 
shall  place  a  “U.S.  Retained”  tag  on 
product(s)  prepared  using  such 
equipment  or  utensil  or  prepared, 
packed  or  held  in  such  room  or 
compartment  and  remaining  at  the 
official  establishment  if  su(^  product(s) 
is  or  are  suspected  of  being  adulterated. 
Product(s)  so  tagged  shall  be  held  for 
further  examination  and  such  tag  shall 
not  be  removed  by  anyone  other  than  an 
Inspection  Program  employee  upon 
disposition  in  accordance  with  this 
subchapter. 

PART  312— OFFICIAL  MARKS, 
DEVICES  AND  CERTIRCATES 

32. 1’he  authority  citation  for  Part  312 
continues  to  read  as  follows: 

Authority:  34  Stat.  1260,  79  Stat.  903,  as 
amended,  81  Stat.  584, 84  Stat.  91. 438;  21 
U.S.C.,  601  et  aeq. 

9  312.5  [Amended] 

33.  Section  312.5  would  be  amended 
by  removing  “railroad  cars  or  other 
means  of  conveyance”  in  the  first 
sentence  and  by  removing  “to  the  means 
of  conveyance”,  adding  “Inspection” 
before  “Program”,  adding  “or  she”  after 
“he”,  and  replacing  “a  ‘Warning  Tag’ 
(Form  MP-408-3)”  with  “any  tag 
required  by  Part  325  of  this  subchapter” 
in  the  second  sentence. 

34.  Section  312.6  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  revising  the 
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title  and  revising  the  portion  of 
paragraph  (a)  preceding  subparagraph 
(1)  to  read  as  follows: 

§  312.6  OfflcM  marics  and  devicea  In 
connection  with  poat^nortem  Inapection 
and  Inspection  of  meat  food  product 
preparation;  identification  of  adulterated 
products  and  Insanitary  equipment  and 
facliitlea. 

(a)  The  ofHcial  marks  required  by  Part 
310  of  this  subchapter  for  use  in  post¬ 
mortem  inspection  are: 

*  «  *  «  * 

35.  Paragraph  (a]{2]  of  §  312.6  would 
be  amend^  by  replacing  “products  and 
articles"  with  “carcasses  and  parts  of 
carcasses.” 

36.  Paragraph  (a)(3)  of  §  312.6  would 
be  amended  by  deleting  “which”  and 
would  be  redesignated  as  paragraph  (c), 
and  paragraphs  (a)(4)  and  (a)(5)  would 
each  be  amended  by  replacing 
“products”  and  “carcasses  and  parts  of 
carcasses”  and  would  be  redesignated 
as  paragraphs  (a)(3)  and  (a)(4), 
respectively. 

37.  Paragraph  (b)  of  §  312.6  would  be 
amended  by  replacing  “U.S.  Retained 
and  U.S.  Rejected  tags,”  with  "tags”  and 
replacing  “paragraph  (a)"  with 
“paragraphs  (a)  through  (c)”  and  would 
be  redesignated  as  paragraph  (d). 

38.  Section  312.6  would  be  hirtber 
amended  by  adding  a  new  paragraph  (b) 
to  read  as  follows: 

«  *  •  *  * 

(b)  The  official  marks  and  devices  for 
use  by  Inspection  Program  employees  in 
connection  with  meat  food  prc^uct 
inspection  are: 

(1)  The  “U.S.  Retained"  mark  which  is 
used  to  identify  meat  food  product  that 
is  held  for  further  evaluation  to 
determine  its  disposition  and  which  is 
applied  by  a  tag  (Form  MP-35). 

(2)  The  "U.S.  Inspected  and 

Condemned”  mark  which  is  used  to 
identify  meat  food  product  that  has  been 
found  to  be  adulterated  and  is 
condemned  and  which  is  applied  by  a 
tag  (Form  MP- _ ). 

39.  Section  312.10  would  be  revised  to 
read  as  follows: 

§  312.10  Official  mark  for  maintaining  the 
identity  and  kitegrtty  of  aamplea. 

The  official  mark  for  use  in  sealing 
containers  of  samples  taken  by 
Inspection  Program  employees, 
including  samples  taken  by  an 
authorized  representative  of  the 
Secretary  pursuant  to  section  202  of  the 
Act,  shall  be£ir  the  designation  “Sample 
Seal”  accompanied  by  the  official  USDA 
logo  as  shown  below.  Any  seal 
approved  by  the  Administrator  for 
applying  such  mark  shall  be  an  official 
device  for  purposes  of  the  Act.  The 


Department  will  supply  such  device  to 
Inspection  Program  employees  and  other 
audiorized  representatives  of  the 
Secretary. 


PART  314— HANDLING  AND 
DISPOSAL  OF  CONDEMNED  OR 
OTHER  INEDIBLE  PRODUCTS  AT 
OFFICIAL  ESTABLISHMENTS 

40.  The  authority  citation  for  Part  314 
would  continue  to  read  as  follows: 

Authority:  34  Stat  1260,  79  Stat  903,  as 
amended,  81  StaL  584, 84  Stat  91. 438;  21 
U.S.C..  601  etseq.,  33  U.S.C.  466-466k. 

§  314.1  (Amended] 

41.  Section  314.1  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  adding 
“slaughtering  livestock  and”  after 
“establishments”  in  the  title  and  by 
adding  “upon  ante-mortem  or  post¬ 
mortem  inspection  or  reinspection  of 
slaughtered  livestock”  before  “at  official 
establishments”  in  the  first  sentence  of 
paragraph  (a). 

§  314.3  lAnwndad] 

42.  Section  314.3  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  adding 
“slaughtering  livestock  and"  after 
“establishments”  in  the  title  and  by 
adding  “upon  ante-mortem  or  post¬ 
mortem  inspection  or  reinspection  of 
slaughtered  livestock”  before  “at  an 
official  establishment”  in  the  first 
sentence  of  paragraph  (a). 

43.  Part  314  would  be  further  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  adding  a  new 

§  314.13  to  read  as  follows: 

§  314.13  Dispoaltion  of  products  found  to 
be  adulterated  or  condemned  upon 
reinspectlon  at  official  establishments 
preparing  meat  food  products. 

Products  condemned  upon 
reinspection  at  an  official  establishment 
preparing  meat  food  products,  shall  be 
disposed  of  by  one  of  the  methods  listed 


in  this  paragraph,  under  the  supervision 
of  an  Inspection  Program  employee.  Any 
product  determined  by  the  operator  of 
an  establishment  to  be  adulterated  but 
which  has  not  been  condemned  shall  be 
destroyed  for  human  food  purposes,  by 
the  operator,  by  one  of  the  methods 
listed  in  this  paragraph.  Facilities  and 
materials  for  carrying  out  the 
requirements  in  tUs  section  shall  be 
furnished  by  the  official  establishment. 

(a)  Steam  treatment,  which  shall  be 
accomplished  by  processing  the  product 
in  a  pressure  tank  under  at  least  40 
pounds  of  steam  pressure,  or  thorough 
cooking  in  a  kettle  or  vat,  for  a  sufficient 
time  to  effectively  destroy  the  product 
for  human  food  purposes  and  preclude 
dissemination  of  disease  through 
consumption  by  animals.  Equipment 
used  for  this  purpose  shall  comply  with 
the  requirements  of  §  314.2  of  tUs 
subchapter. 

(b)  Incineration  or  complete 
destruction  by  burning. 

(c)  Denaturing  with  a  material  and  by 
the  method  prescribed  in  $  314.3(a)  of 
this  subchapter  or  destruction  for  human 
food  purposes  with  another  material 
and/or  method  approved  by  the 
Administrator  in  speciffc  cases. 

PART  316— MARKING  PRODUCTS 
AND  THEIR  CONTAINERS 

44.  The  authority  citation  for  Part  316 
would  continue  to  read  as  follows: 

Authority:  34  Stat  1264, 79  Stat  903,  as 
amended,  81  Stat  584, 84  Stat  91, 438;  21 
U.S.C.  71  etseq.,  801  el seq.,  33  U.S.C.  466- 
466k. 

45.  Section  316.8  would  be  amended 
and  the  Table  of  Contents  revised 
accordingly  by  revising  the  title  and 
paragraph  (a)  to  read  as  follows: 

§  316.8  Movement  of  unmarked  inspected 
and  passed  products. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  unmarked  products 
which  have  been  inspected  and  passed 
but  do  not  bear  the  official  inspection 
legend  shall  not  be  removed  from  an 
official  establishment  and  shall  not  be 
brought  into  an  official  establishment. 
***** 

46.  Paragraph  (b)  of  $  316.8  would  be 
amended  by  replacing  the  first  word 
with  “Unmark^  products,”  adding  “€ind 
transported  in  compliance  with  Part  325 
of  this  subchapter”  before  “:  Provided, 
That”,  and  replacing  the  portion  of  the 
provision  after  “unless”  and  before 
“required”  with  “such  product  is 
available  for  reinspection  by  an 
Inspection  Program  employee  and  is 
packed  in  containers  bearing  all  such 
information,  as”. 
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§316.9  [AiiMndedl 

47.  Paragraph  (b)  of  §  316.9  would  be 
amended  by  deleting  the  portion  of  the 
first  sentence  after  "first  inspected  and 
passed",  and  by  adding  "as  such 
establishment"  after  "products”  in  the 
second  sentence. 

§316.10  [Amended] 

48.  Section  316.10  would  be  amended 
by  replacing  "branded"  with  "marked” 
in  the  second  sentence  of  paragraph  (a) 
and  by  replacing  everything  after 
"further  processing,”  and  before  the 
period  with  "each  such  container  is 
sealed  with  an  unofficial  seal  applied  by 
the  establishment  from  which  such 
product  is  shipped  and  including  its 
establishment  number”  in  the  last 
sentence  of  paragraph  (b). 

§316.13  [Amended] 

49.  Paragraph  (e)  of  §  316.13  would  be 
amended  by  adding  "applicable”  before 
"markings”  and  by  replacing 

"§  325.7(b)”  with  "§  325.7  (a)  and  (b).” 

50.  Paragraph  (g)  of  §  316.13  would  be 
amended  by  revising  all  text  after 
“Provided,"  to  read:  “That  the  stencils, 
box  dies,  labels,  and  brands  are  not 
false  or  misleading  and  are  approved  as 
provided  for  in  Part  317  of  this 
subchapter.” 

PART  317— LABELING,  MARKING 
DEVICES.  AND  CONTAINERS 

51.  The  authority  citation  for  Part  317 
continues  to  read  as  follows: 

Authority:  34  Stat.  1260,  79  Stat.  903,  as 
amended,  61  Stat  584,  84  Stat.  91, 438;  21 
U.S.C.  71  et  seq.,  601  et  seq.,  33  U.S.C.  1254. 

§317.4  [Amwided] 

52.  Paragraph  (a)  of  §  317.4  would  be 
amended  in  the  first  sentence  by  adding 
at  the  end  before  the  period  ",  except  as 
expressly  provided  otherwise  in  this 
part”,  and  in  the  fourth  sentence  by 
replacing  “the  inspector-in-charge”  with 
“a  designated  Inspection  Program 
employee”  and  adding  ";  and  a  copy  of 
the  approval  of  any  labeling,  including 
any  labeling  upon  which  generic 
approval  is  based,  shall  be  maintained 
by  the  establishment  in  which  it  is  to  be 
used  and  made  available  for  review  by 
Inspection  Program  employees"  at  the 
end  before  the  period. 

53.  Paragraph  (c)  of  §  317.4  would  be 
amended  by  replacing  “inspectors  in 
charge”  with  “designated  Inspection 
Program  employees.” 

54.  The  title  and  paragraph  (e) 
introductory  text,  (1),  and  (2)  of  §  317.4 
would  be  revised  to  read  as  follows  and 
the  Table  of  Contents  would  be  revised 
accordingly: 


§  317.4  Labeling  to  be  approved  prior  to 
use. 


(e)  Approval  may  be  presumed  in 
certain  cases. 

(1)  Certain  labeling  may  be  used 
without  express  notice  of  approval  by 
the  Standards  and  Labeling  Division  if  it 
has  been  reviewed  for  compliance  with 
applicable  labeling  requirements  by  a 
responsible  establishment  official  who 
thereby  may  authorize  use  by  that 
establishment  of  labeling  listed  in 
paragraph  (e)(3)  of  this  section: 

Provided,  that  the  labeling  conforms  to 
all  applicable  provisions  of  this  Part  and 
is  used  so  as  not  to  be  false  or 
misleading;  that  prior  to  use  the  label, 
together  with  a  transmittal  referencing 
this  paragraph  and  signed  by  the 
designated  establishment  official,  is 
mailed  first  class  to  the  Standards  and 
Labeling  Division,  Technical  Services, 
Food  Safety  and  Inspection  Service,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250,  for  filing  and  audit;  that 
complete  records  of  such  label 
correspondence  and  any  related 
documentation  are  maintained  at  the 
establishment  in  accord  with 
§  320.1(b)(8)  of  this  subchapter,  and  that 
upon  written  notice  that  one  or  more 
establishment  labels  have  been  found 
by  the  Standards  and  Labeling  Division 
to  be  false  or  misleading  in  some 
particular,  the  presumption  that  such 
labels  are  approved  fails  and  all 
labeling  thereafter  will  require  express 
approval  under  paragraphs  (a)  through 
(d)  of  this  section  or  under  §  317.5  until 
the  cited  mislabeling  problem(s)  is 
resolved  to  the  satisfaction  of  the 
Standards  and  Labeling  Division. 

(2)  Information  concerning  previous 
Standards  and  Labeling  Division  label 
review  determinations  and  approval 
policies  will  be  made  available  as 
guidelines  to  all  official  establishments 
desiring  to  use  unapproved  labels  under 
this  paragraph  (e). 

55.  Paragraph  (e)  of  §  317.4  would  be 
further  amended  by  revising 
subparagraph  (3)  in  the  opening  clause 
to  read  “Labeling  that  may  be  presumed 
to  be  approved  under  this  paragraph  (e): 

in  subparagraph  (3)(iii)  to  remove 
from  the  proviso  “in  the  opinion  of  the 
inspector-in-charge”  and  "sufficiently”, 
in  subparagraph  (3)(iii)(E)  to  remove 
from  the  proviso  “inspector-in-charge  is 
satisfied  that  sufficient”;  in 
subparagraph  (3)(iv)  to  replace 
“inspector-in-charop”  with  “designated 
program  employee”,  and  by  removing 
subparagraph  (3)(viii). 

§317.5  [Amended] 

56.  Paragraph  (a)  of  §  317.5  would  be 
amended  by  replacing  “the  inspector-in¬ 


charge"  with  “a  designated  Inspection 
Program  employee”  each  time  "the 
inspector-in-charge”  appears  in  the 
second  and  third  sentences. 

57.  Paragraph  (b)(ll)  of  §  317.5  would 
be  amended  by  replacing  “the  inspector- 
in-charge  assigned  to  that 
establishment”  with  “a  designated 
Inspection  Program  employee”. 

§  317.6  [Amended] 

58.  Section  317.6  would  be  amended 
by  replacing  all  text  after  “§  317.3”  with 
a  period. 

§317.10  [Amended] 

59.  Paragraph  (b)  of  §  317.10  would  be 
amended  by  removing  “under  the 
supervision  of  a  program  employee”  and 
replacing  it  with  “under  inspection 
coverage”. 

§317.11  [Amended] 

60.  Paragraph  (b)  of  §  317.11  would  be 
amended  in  the  last  sentence  by 
removing  “under  the  supervision  of  a 
program  employee"  and  replacing  it 
with  "under  inspection  coverage”. 

§317.13  [Amended] 

61.  The  first  sentence  of  §  317.13 
would  be  amended  by  replacing  the 
portion  of  the  first  sentence  after 
“inspector  in  charge  at”  with  “an 
establishment  slaughtering  livestock  or 
an  Inspection  Program  employee 
designated  for  any  other  originating 
establishment.  Such  inspector  in  charge 
or  other  Inspection  Program  employee 
will  notify  Inspection  Program 
personnel,  in  accordance  with 
instructions  issued  by  the  Inspection 
Program,  concerning  the  date  of 
shipment,  quantity,  and  type  of  material 
to  be  received  by  the  destination 
establishment”. 

§  317.14  [Amended] 

62.  Section  317.14  would  be  amended 
by  replacing  “the  inspector  at”  with  “an 
Inspection  Program  employee 
designated  for"  in  the  first  sentence  and 
by  replacing  “inspector"  with 
“designated  Inspection  Program 
employee”  each  time  “inspector” 
appears  in  the  second,  third,  and  fourth 
sentences. 

PART  318— ENTRY  INTO  OFFICIAL 
ESTABUSHMENTS;  REINSPECTION 
AND  PREPARATION  OF  PRODUCTS 

63.  The  authority  citation  for  Part  318 
would  continue  to  read  as  follows: 

Authority:  34  Stat.  1260, 81  Stat.  584,  as 
amended  (21  U.S.C.  601  etseq.},  72  Stat  862. 
92  Stat  1069,  as  amended  (7  U.S.C.  1901  et 
seq.).  76  Stat  663  (7  U.S.C.  450  et  seq.). 
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64.  Paragraph  (a)  of  §  318.1  would  be 
amended  by  replacing  “by  a  Program 
employee"  with  “in  accordance  with  the 
regulations”  in  the  first  sentence  and  by 
revising  the  third,  fourth,  and  fifth 
sentences  as  two  sentences  to  read  as 
follows: 

§  318.1  Products  and  other  articles 
entering  official  establishments. 

(a)  *  *  *  Product  entering  any  official 
establishment  shall  be  identified  by  the 
operator  of  such  establishment  and 
subject  to  reinspection  by  an  Inspection 
Program  employee  in  accordance  with 
§  318.2  of  this  subchapter.  Any  product 
originally  prepared  at  any  official 
establishment  may  not  be  returned  to 
any  part  of  such  establishment,  other 
than  the  receiving  area  approved  under 
§  318.3  of  this  subchapter,  until  the 
operator  of  such  establishment  has 
evaluated  its  condition  to  assure  that 
entry  and  any  further  use  of  such 
product  will  be  in  accordance  with 
§  §  318.4(b}  and  318.6(a]  of  this 
subchapter. 

§  318.2  [Amended] 

65.  The  first  sentence  of  §  318.2(a) 
would  be  amended  by  adding  "in  a 
manner  acceptable  to  the  Inspection 
Program"  after  “identified”  and  adding 
“Inspection"  before  “Program". 

66.  Paragraph  (c)  of  i  318.2  would  be 
amended  by  replacing  ‘The  circuit 
supervisor”  with  “An  Inspection 
Program  supervisor"  and  replacing  “the 
program  employee”  with  “Inspection 
Program  employees”  in  the  second 
sentence  and  by  replacing  “the  Circuit 
Supervisors  of  Program  circuits”  with 
“Inspection  Program  supervisors”  in  the 
first  sentence  of  the  footnote. 

67.  Paragraph  (d)  of  S  318.2  would  be 
amended  by  adding  “Inspection”  before 
“Program”  in  the  first  and  second 
sentences,  by  replacing  “the  inspector” 
with  “an  Inspection  Program  employee” 
each  time  “the  inspector”  appears  in  the 
third  and  fourth  sentences,  and  by 
replacing  “The  inspector”  with 
“Inspection  Program  employees”  and 
“his”  with  “their”  in  the  last  sentence. 

§318.3  [Amended] 

68.  Section  318.3  would  be  amended 
by  adding  “or  other  designated 
Inspection  Program  supervisor"  after 
“circuit  supervisor”. 

69.  The  title  of  §  318.4  would  be 
revised  to  read  as  follows  and  the  Table 
of  Contents  would  be  revised 
accordingly: 

§  318.4  Preparation  of  products;  operator 
responsibilities;  plant  operated  quality 
control 

70.  The  first  sentence  of  S  318.4(a) 
would  be  amended  by  replacing 


“supervised  by  Program  employees” 
with  “conducted  under  inspection 
coverage”. 

71.  Paragraph  (b)  of  §  318.4  would  be 
amended  by  adding  ”,  the  acceptability 
of  all  articles  used  in  preparing 
products,”  after  “maintenance  of  the 
establishment”  in  the  second  sentence 
and  by  adding  “,  including  records 
documenting  such  measures,”  after 
“measures”  in  the  third  sentence. 

72.  Paragraph  (c)(4)  of  §  318.4  would 
be  amended  by  replacing  “the  inspector 
in  charge”  with  “a  designated  Inspection 
Program  employee”. 

73.  Paragraph  (h)  of  §  318.4  would  be  - 
removed. 

74.  The  second  sentence  of 

§  318.5(a)(1)  would  be  revised  to  read  as 
follows: 

§  318.5  Requirements  concerning 
procedures. 

(a)(1)  *  *  *  When  there  is  reason  to 
doubt  the  soimdness  of  any  frozen 
product,  the  official  establishment  shall 
defrost  a  sufficient  quantity  thereof  to 
determine  its  actual  condition;  an 
Inspection  Program  employee  who 
doubts  the  soundness  of  any  frozen 
product  will  require  the  debating  and 
reinspect  a  sufficient  quantity  thereof  to 
determine  its  actual  condition. 

75.  The  first  sentence  of  §  318.5(a)(2) 
would  be  amended  by  replacing 
“inspector”  with  “Inspection  Program”. 

§  318.6  [Amended] 

76.  Section  316.6  would  be  amended 
by  replacing  “in”  with  “and”  in  the  title 
and  the  Table  of  Contents  would  be 
revised  accordingly. 

77.  Paragraph  (a)  of  S  318.6  would  be 
amended  by  redesignating  the  first 
sentence  as  subparagraph  (1)  and  by 
replacing  the  second  sentence  with 
subparagraph  (2)  to  read  as  follows: 

§318.6  •  •  • 

(a)*  *  * 

(2)(i)  Official  establishments  shall 
furnish  accurate  information  to 
Inspection  Program  employees  on  all 
procedures  involved  in  product 
preparation,  including  product 
composition,  and  any  changes  in  such 
procedures  that  may  affect  inspectional 
control  of  product. 

(ii)  If  an  Inspection  Program  employee 
determines  that  a  procedure  or 
procedures  involved  in  meat  food 
product  preparation  is  or  are  resulting  in 
the  preparation  of  meat  food  product  nr 
products  suspected  of  being  adulterated 
or  misbranded, 

(A)  all  meat  food  product(s)  prepared 
using  such  procedure(s)  and  remaining 
at  the  official  establishment  shall  be 
held  under  a  “U.S.  Retained”  tag  for 


disposition  in  accordance  with  this 
subchapter,  and 

(B)  The  official  inspection  legend  and 
other  information  required  by  Parts  316 
and  317  of  this  subchapter  shall  not  be 
placed  on  such  product(s)  or  on  any 
meat  food  product  subsequently 
prepared  using  such  procedure(s)  imtil 
the  official  establishment  has  corrected 
the  problem(s)  with  such  procedure(s) 
and  an  opportunity  has  been  afforded 
for  an  Inspection  Program  employee  to 
verify  the  adequacy  of  the  corrective 
action  taken. 

*  *  *  «  • 

78.  Paragraph  (b)(1)  of  §  318.6  would 
be  amended  by  adding  “meat  food” 
before  “product.” 

79.  Paragraphs  (b)  (2)  and  (10)  of 
§  318.6  would  be  revised  to  read  as 
follows: 

§318.6  •  *  • 

***** 

(b)  *  ‘  *  - 

(2)  Casings  shall  not  be  used  as 
containers  of  meat  food  product  unless 
they  have  been  carefully  washed  and 
thoroughly  flushed  with  clean  water 
immediately  before  stuffing,  are  clean, 
and  are  otherwise  suitable  for  such  use, 
except  that  preflushed  animal  casings 
packed  in  salt  or  salt  and  glycerine 
solution  or  in  other  approved  medium 
which  are  clean  and  otherwise  suitable 
may  be  so  used  without  additional 
flushing  if  they  are  thoroughly  rinsed 
before  use. 

***** 

(10)  Dry  milk  products  shall  not  be 
used  in  the  preparation  of  meat  food 
products  unless  such  dry  milk  products 
were  produced  in  a  plant  approved  by 
the  Department  under  the  regulations  in 
7  CFR  Part  58  and  are  otherwise  suitable 
for  such  use. 

80.  The  first  sentence  of  S  318.8(b) 
would  be  amended  by  replacing 
“inspector  in  charge”  with  “Inspection 
Program.” 

§  318.9  [Amended] 

81.  Section  318.9  would  be  amended 
by  adding  “Inspection”  before 
“Program”  and  adding  “to  determine 
compliance  with  the  regulatory 
requirements  or  otherwise  necessary” 
after  “necessary.” 

§  318.10  [Amended] 

82.  Paragraph  (c)(2)(v)  of  §  318.10 
would  be  amended  by  removing  “and  in 
the  custody  of  the  Program”  and 
replacing  “an  official  Program  lock  or 
seal”  with  "a  lock  or  seal  and  subject  to 
such  Inspection  Program  supervision  as 
the  Inspection  Program  determines  is 
appropriate  to  prevent  unauthorized 
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access  thereto”  in  the  first  sentence  and 
by  replacing  "xmder  close  supervision  of 
an  inspector”  with  "separate  from  other 
product  and  as  the  designated 
Inspection  Program  supervisor  may 
require”,  deleting  “imder  Program 
control”,  and  adding  “in  compliance 
with  §  325.7  of  this  subchapter”  after 
"establishment”  in  the  last  sentence. 

83.  Paragraph  (c)(2)(vi)  of  §  318.10 
would  be  amended  by  removing  “sealed 
railroad  cars,  sealed  motortrucks,  sealed 
trailers,  or  sealed”  in  the  first  sentence, 
by  deleting  the  period  at  the  end  of  the 
first  sentence,  and  by  replacing  "Such 
vehicles  and  containers  shall  be  sealed 
and  transported  between  official 
establishments  in  accordance”  with  "if 
such  containers  and  such  transportation 
are  in  compliance”  in  the  second 
sentence. 

84.  The  second  sentence  of  §  318.10(d) 
would  be  amended  by  replacing 
“Circuit”  with  “Designated  Inspection 
Program.” 

85.  The  fourth  sentence  of  §  318.12(a] 
would  be  amended  by  replacing 
“inspectional  supervision”  with 
"inpection,  in  accordance  with  §  307.4(a) 
of  this  subchapter”  and  replacing 
“regular  hours  of  inspection”  with 
“establishment’s  approved  work 
schedule.” 

§  318.12  [Amended] 

86.  The  fourth  sentence  of  §  318.12(b) 
would  be  amended  by  replacing 
“supervision”  with  “control.” 

§318.14  [Amended] 

87.  Paragraph  (a)  of  §  318.14  would  be 
amended  by  adding  “the  official 
establishment  shall  notify  the  inspector 
in  charge  or,  if  such  establishment 
prepares  meat  food  products,  the 
designated  Inspection  Program 
supervisor  as  soon  as  possible,  and” 
after  “establishment,”. 

88.  The  first  sentence  of  §  318.14(b) 
would  be  amended  by  replacing  “the 
supervision  of  an  inspector,”  with  “such 
Inspection  Program  supervision  as  the 
Inspection  Program  determines  is 
appropriate,”. 

89.  The  first  sentence  of  §  318.14(c) 
would  be  amended  by  replacing 
“supervision  of  an  inspector,”  with 
“such  Inspection  Program  supervision  as 
the  Inspection  Program  determines  is 
appropriate”. 

90.  The  first  sentence  of  §  318.15 
would  be  revised  to  read  as  follows: 

§  318.15  Tagging  chemicals, 
preservatives,  cereals,  spices,  etc.,  “U.S. 
Retained.” 

Any  chemical,  preservative,  cereal, 
spice,  or  other  substance  intended  for 
use  in  an  official  establishment  is 


subject  to  examination  by  an  Inspection 
Program  employee  and,  if  found  upon 
such  examination  to  be  unfit  or 
otherwise  unacceptable  for  the  use 
intended  or  if  final  decision  regarding 
acceptability  is  deferred  pending 
laboratory  or  other  examination,  the 
Inspection  Program  employee  shall 
attach  a  “U.S.  Retained”  tag  to  the 
substance  or  container  thereof.  *  *  * 

91.  The  second  sentence  of  $  318.15 
would  be  amended  by  replacing  “circuit 
supervisor”  with  “designated  Inspection 
Program  supervisor”  and  adding 
“Inspection”  before  “Program.” 

§318.17  [Amended] 

92.  Paragraph  (f)  of  §  318.17  would  be 
amended  by  replacing  “inspector-in¬ 
charge”  with  “designated  Inspection 
Program  supervisor.” 

93.  Paragraph  (h)(1)  of  §  318.17  would 
be  revised  to  read  as  follows: 

§  318.17  Requirements  for  the  production 
of  cooked  beef,  roast  beef,  and  cooked 
corned  beef. 

*  *  *  *  « 

(h)  *  *  * 

(1)  The  establishment  shall  identify 
for  each  lot  the  processing  procedure  to 
be  used,  including  time  and  temperature. 

94.  Paragraph  (i)(3)  of  §  318.17  would 
be  amended  by  replacing  “through  the 
inspector-in-charge  to  the  Circuit 
Supervisor”  with  “to  the  designated 
Inspection  Program  supervisor.” 

95.  Paragraph  (k)  of  §  318.17  would  be 
amended  by  replacing  “Circuit 
Supervisor”  with  “designated  Inspection 
Program  supervisor.” 

96.  Paragraph  (c)(1)  of  §  318.302  would 
be  amended  by  replacing  “the  inspector 
at  the  establishment”  with  “a 
designated  Inspection  Program 
employee.” 

§  318.302  [Amended] 

97.  Paragraph  (c)(2)  of  §  318.302  would 
be  amended  by  replacing  “the 
inspector”  with  “a  designated  Inspection 
Program  employee”  in  the  third  sentence 
and  by  replacing  “the  inspector  at  the 
establishment”  with  “a  designated 
Inspection  Program  employee”  in  the 
last  sentence. 

§  318.308  [Amended] 

98.  Paragraph  (d)(l)(ii)  of  §  318.308 
would  be  amended  by  replacing  “is  filed 
with  the  inspector”  with  “provided  to  a 
designated  Laspection  Program 
employee.” 

99.  Paragraph  (d)(l)(iii)  of  §  318.308 
would  be  amended  by  replacing  “the 
inspector”  with  “a  designated  Inspection 
Program  employee.” 

100.  Paragraph  (d)(1)  (v)  of  §  318.303 
would  be  amended  by  replacing  “is  not 
on  file  with  the  inspector”  with  “has  not 


been  provided  to  a  designated 
Inspection  Program  employee.” 

§  318.309  [Amended] 

101.  The  first  full  sentence  of  the  Text 
of  §  318.309(d)(l)(vi)  would  be  amended 
by  replacing  “Ae  inspector”  with  “a 
designated  Inspection  Program 
employee.” 

102.  The  first  full  sentence  of 

§  318.309(d)(2)(ii)  would  be  amended  by 
replacing  “the  inspector”  with  “a 
designated  Inspection  Program 
employee.” 

PART  320— RECORDS, 

REGISTRATION,  AND  REPORTS 

103.  The  authority  citation  for  Part  320 
would  continue  to  read  as  follows: 

Authority.  34  Stat.  1260,  79  Stat.  930,  as 
amended,  81  Stat.  584, 84  Stat.  91, 438;  21 
U.S.C.,  601  et  seq. 

104.  Paragraph  (b)  of  §  320.1  would  be 
amended  by  adding  subparagraphs  (7) 
and  (8)  to  read  as  follows: 

§  320.1  Records  required  to  be  kept 
***** 

(b)  *  *  * 

(7)  Records  of  the  destruction  for 
human  food  purposes  of  meat  food 
products  by  the  operator  of  an  official 
establishment  to  be  adulterated  and 
destroyed  by  such  operator  when  not 
under  the  supervision  of  an  inspection 
program  employee. 

(8)  Records  of  labels  used  in  the 
establishment  imder  Part  317  of  this 
subchapter. 

§  320.6  [Amended] 

105.  Paragraph  (a)  of  §  320.8  would  be 
amended  by  adding  “Inspection”  before 
“Program”,  deleting  “daily”  before 
“reports”,  and  replacing  “to  which  they 
are  assigned”  with  “at  which  they  are 
performing  Inspection  Program 
functions.” 

106.  Paragraph  (a)  of  §  320.6(b)  would 
be  amended  by  replacing  “the 
establishment”  with  “an  establishment 
slaughtering  livestock  or  the  Inspection 
Program  supervisor  designated  for  any 
other  establishment  preparing  meat  food 
product.” 

§  32a7  [Amended] 

107.  Section  320.7  would  be  amended 
by  adding  “at  an  official  establishment 
slaughtering  hvestock  or  the  Inspection 
Program  supervisor  designated  for  an 
official  establishment  not  slaughtering 
livestock”  after  "Agriculture,”. 

PART  322— EXPORTS 

108.  The  authority  citation  for  Part  322 
would  continue  to  read  as  follows; 


44846 


Federal  Register  /  Vol.  53,  No.  214  /  Friday,  November  4,  1988  /  Proposed  Rules 


Authority:  34  Stat.  1260,  79  Stat.  903,  as 
amended,  81  Stat.  564, 84  Stat.  91, 438;  21 
U.S.C.  71  et  seq.,  801  et  seq. 

109.  The  first  sentence  of  §  322.2(a) 
would  be  amended  by  adding  “or  other 
designated  Inspection  Program 
employee”  after  “inspector  in  charge”, 
and  the  following  sentence  would  be 
added  to  the  end  of  paragraph: 

“Exporters  requiring  export  inspection 
services  provided  for  tmder  this  section 
should  contact  their  designated  program 
employee  or  the  Export  Coordination 
Division,  International  Programs,  FSIS, 
U.S.  Department  of  Agriculture, 
Washington,  DC  20250. 

110.  Paragraph  (f)  of  §  322.2  would  be 
amended  by  replacing  “circuit"  with  “an 
appropriate  Inspection  Program.” 

111.  Paragraph  (h)  of  §  322.2  would  be 
amended  by  replacing  “inspectors”  with 
“Inspection  Program  employees”  and 
replacing  “not  under  their  supervision” 
with  “at  which  they  do  not  regularly 
perform  Inspection  Program  functions." 

PART  325— TRANSPORTATION 

112.  The  authority  citation  for  Part  325 
would  continue  to  read  as  follows: 

Authority:  34  Stat.  1260,  81  Stat.  584,  as 
amended  (21  U.S.C.  601  et  se^.);  72  Stat.  862, 

92  Stat.  1069,  as  amended  (7  U.S.C.  1901  et 
seq.);  76  Stat.  653  (7  U.S.C.  450  et  seq.). 

§325.5  [Ammided] 

113.  Section  325.5  would  be  amended 
by  deleting  “imder  official  seal”  in  the 
title  and  the  Table  of  Contents  would  be 
revised  accordingly. 

114.  Paragraph  (a)  of  §  325.5  would  be 
amended  by  removing  the  second 
sentence  and  by  replacing  everything 
after  the  comma  in  the  first  sentence 
with  “if  (1)  such  product  is  so 
transported  in  a  closed  container  or 
containers  bearing  the  official 
inspection  legend  and  all  other 
information  required  by  Parts  316  and 
317  of  this  subchapter  and  (2)  each  such 
container  is  sealed  with  an  unofficial 
seal  that  is  applied  by  the  establishment 
from  which  such  product  is  transported 
and  includes  its  establishment  number.” 

115.  The  form  of  the  certificate 
required  by  §  325.5(b)  would  be 
amended  by  replacing  the  line  “Car 

number  and  initials _ ”  with 

“Container  number(s) _ ”  and 

removing  the  line  “License  number  of 

other  means  of  conveyance _ " 

and  by  replacing  everything  after 
“Agriculture;”  and  before  the  period  in 
the  next  sentence  with  “and  such 
product  has  been  placed  in  the  closed 
container(s)  specified  above,  which  has/ 
have  been  sealed  by  the  official 
establishment  specified  above  as  the 
consignor.” 


§325.6  [Amended] 

116.  Section  325.6  would  be  amended 
and  the  Table  of  Contents  would  be 
revised  accordingly  by  deleting  “imder 
official  seal”  in  the  tide  and  by 
replacing  everything  after  “processing” 
in  the  text  with  "only  if  so  dansported 
in  sealed  closed  containers  with 
certificates,  as  prescribed  in  §  325.5  of 
this  subchapter.” 

§325.7  [Amended] 

117.  Section  325.7  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  removing 
paragraph  (a),  by  deleting  “or  ‘pork 
product  — 'F.  —  days  reMgeration’  ”  in 
the  sixth  sentence  and  deleting  the  third 
sentence  from  the  end  in  paragraph  (b), 
by  redesignating  paragraph  (b)  as 
paragraph  (a),  and  by  revising  the  title 
and  the  first  sentence  and  last  2 
sentences  of  redesignated  paragraph  (a) 
to  read  as  follows: 

§  325.7  Shipment  of  certain  products 
between  officiai  estabiishments  for  further 
handiing:  seais  and  certificates. 

(a)  Product  passed  for  cooking  or  beef 
that  is  to  be  refrigerated  to  destroy 
cysticerci  may  be  shipped  fi*om  one 
official  establishment  to  another  official 
establishment  for  further  handling  in 
accordance  with  Part  318  of  this 
subchapter  only  if  packed  in  a  closed 
container  or  containers  individually 
sealed  with  the  official  seal  of  the 
Department,  as  prescribed  in  §  325.16  of 
this  subchapter,  and  as  hereinafter 
provided.  *  *  *  For  each  consignent  of 
such  restricted  product,  the  Inspection 
Program  employee  affixing  the  official 
seal  of  the  Department  shall  promptly 
issue  and  forward  to  the  Inspection 
Program  supervisor  designated  for  the 
destination  establishment  a  report  in  the 
form  of  a  notice  of  product  shipped  in 
sealed  containers  which  shows  that  tlie 
contents  of  such  container(s)  are 
restricted,  and  shall  forward  a  duplicate 
copy  to  the  area  office  for  the  area  in 
which  the  official  establishment  from 
which  such  product  is  shipped  is 
located. 

118.  Section  325.7  would  be  further 
amended  by  adding  paragraph  (b)  to 
read  as  follows: 

***** 

(b)  Pork  that  has  been  refrigerated  to 
destroy  trichinae  may  be  shipped  from 
one  official  establishment  to  another 
official  establishment  for  further 
handling  in  accordance  with  §318.10  of 
this  subchapter  only  if  packed  in  a 
closed  container  or  containers — 

(1)  Individually  sealed  with  an 
unofficial  seal  that  is  applied  by  the 
establishment  from  which  such  product 


is  transported  and  includes  its 
establishment  number  and 

(2)  Bearing  the  official  inspection 
legend  and  the  statement  “Pork  Product 
— “F.  —  Days  Refrigeration.” 

119.  Paragraph  (c)  of  §  325.7  would  be 
amended  by  removing  “in  the  form  set 
out  in  §  325.5(b)”  in  the  first  sentence 
and  by  adding  a  sentence  after  that 
sentence  to  read  as  follows: 
***** 

(c)  *  *  *  Such  certificate  shall  be  in  the 
form  set  out  in  §  325.5(b)  of  this 
subchapter,  except  that  for  product 
passed  for  cooking  or  beef  that  is  to  be 
refrigerated  to  destroy  cysticerci  such 
certificate  shall  indicate  that  the 
contents  are  restricted  product  and  that 
the  container(s)  has /have  been  sealed 
by  an  Inspection  Program  employee 
with  official  U.S.  Government  seal(s) 
and  the  number(s)  of  such  seals.  *  *  * 

§325.10  [Amended] 

120.  The  next  to  last  sentence  of 
§  325.10(a)  would  be  amended  by 
replacing  “inspector  at”  with 
“Inspection  Program  supervisor 
designated  for.” 

121.  The  first  sentence  of  §  325.10(b) 
would  be  amended  by  revising  the  first 
portion,  ending  with  “establishment;”,  to 
read  as  follows: 

§  325.10  *  *  * 

***** 

(b)  A  careful  inspection  shall  be  made 
of  such  product  by  an  Inspection 
Program  employee  upon  arrival  of  the 
shipment  at  the  receiving  establishment; 
if  no  Inspection  Program  employee  is 
present,  the  receiving  establishment 
shall  notify  the  designated  Inspection 
Program  supervisor  who  will,  when  so 
notified,  arrange  for  such  examination. 

If  it  is  found  that  the  article  is  not 
adulterated,  the  article  may  be  received 
into  the  establishment;”  *  *  * 

§  325.16  [Amended] 

122.  Paragraph  (a)  of  §  325.16  would 
be  amended  by  replacing  “§  312.5(a)” 
with  §  312.5.” 

123.  Paragraph  (b)  of  §  325.16  would 
be  amended  by  replacing  “Except  as 
provided  in  §  325.18(b)”  with  “An”  and 
adding  “Inspection”  before  "Program”  in 
the  first  sentence,  by  designating  the 
first  sentence  as  subparagraph  (1),  by 
designating  the  second  sentence  as 
subparagraph  (2),  and  by  adding  a 
sentence  at  the  end  of  subparagraph  (1) 
to  read  as  follows: 

§  325.16  Official  seals;  forms,  use,  and 
breaking. 

***** 

(b)(1)  *  *  *  If  no  Inspection  Program 
employee  is  present  at  an  official 


Federal  Register  /  Vol.  53,  No.  214  /  Friday,  November  4,  1988  /  Proposed  Rules 


44847 


establishment  receiving  product 
transported  under  official  seal,  the 
Inspection  Program  supervisor 
designated  for  such  establishment  will, 
when  notified  by  that  establishment, 
arrange  for  the  breaking  of  such  seal(s) 
by  an  Inspection  Program  employee. 
***** 

§325.17  [Anwnded] 

124.  Section  §  325.17  would  be 
amended  by  removing  “sealed”  in  the 
title,  by  replacing  “an  officially  sealed” 
with  “a”  before  “railroad  car”  in  the 
first  clause,  and  by  replacing  “under 
official  seal”  with  “in  sealed  closed 
container(s)”  in  the  last  clause. 

§  325.18  [Amended] 

125.  Section  §  325.18  would  be 
amended  by  removing  the  designation  of 
the  first  paragraph  as  (a)  and  by 
removing  paragraph  (b). 

PART  327~IMPORTED  PRODUCTS 

126.  The  authority  citation  for  Part  327 
would  continue  to  read  as  follows: 

Authority:  38  Stat.  1260, 79  Stat.  903,  as 
amended,  81  Stat.  584, 84  Stat.  91. 438;  21 
U.S.C.  601  et  seq. 

§  327.2  [Amended] 

127.  Paragraph  (a](2)(ii)(^  of  §  327.2 
would  be  amended  by  adding  “official 
coverage  and  controls  for  all  other” 
before  “preparation  of  product.” 

128.  Paragraph  (a](2](ii](g]  of  §  327.2 
would  be  amended  by  replacing  “over 
condemned  material  until”  with  “for 
assuring  that  condenmed  material  is.” 

§327.4  [Amended] 

129.  The  form  of  the  certificate 
required  by  §  327.4(b)  would  be 
amended  by  removing  “continuous 
supervision  of  an  inspector  under”  in  the 
Hrst  full  sentence. 

PART  331— SPECIAL  PROVISIONS 
FOR  DESIGNATED  STATES  AND 
TERRITORIES;  AND  FOR 
DESIGNATION  OF  ESTABLISHMENTS 
WHICH  ENDANGER  PUBLIC  HEALTH 
AND  FOR  SUCH  DESIGNATED 
ESTABLISHMENTS 

130.  The  authority  citation  for  Part  331 
woidd  continue  to  read  as  follows: 

Authority:  Secs.  21  and  301, 81  Stat.  584, 
588.  592,  593,  595  (21  U.S.C.  621,  661). 

§  331.3  [Amended] 

131.  Paragraph  (e)(1)  of  §  331.3  would 
be  amended  by  replacing  “the  circuit 
supervisor  of  the  circuit  in  which  the 
establishment  is  located”  with  “a 
designated  Inspection  Program 
supervisor”  in  the  Hrst  sentence  and  by 
replacing  “circuit"  with  “Inspection 


Program”  and  adding  “or  she”  after  “he” 
in  the  second  sentence. 

132.  Paragraph  (e)(2)  of  §  331.3  would 
be  amended  by  replacing  “circuit”  with 
“Inspection  Program”,  adding  “or  she” 
after  “he”,  and  replacing  “Labeling  and 
Packaging  Staff”  with  “Standards  and 
Labeling  Division." 

133.  Paragraph  (e)(3)  of  §  331.3  would 
be  amended  by  replacing  “circuit”  with 
“Inspection  Program”  each  time 
“circuit”  appears  in  the  first  and  second 
sentences  and  by  replacing  “Labels  and 
Packaging  Staff,  Meat  and  Poultry 
Inspection”  with  “Standards  and 
Labeling  Division,  Technical  Services” 
in  the  ffmt  sentence. 

134.  Paragraph  (e)(4)  of  §  331.3  would 
be  amended  by  replacing  “circuit”  with 
“Inspection  Program”  in  the  first 
sentence. 

PART  335— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS  UNDER 
THE  FEDERAL  MEAT  INSPECTION 
ACT 

135.  The  authority  citation  for  Part  335 
would  continue  to  read  as  follows: 

Authority:  34  Stat  1264,  as  amended  (21 
U.S.C.  621],  unless  otherwise  noted. 

§335.11  [Amended] 

136.  The  first  sentence  of  paragraph 
(a)  of  §  335.11  would  be  amended  and 
the  Table  of  Contents  would  be 
amended  accordingly  by  adding  “or 
meat  food  product  found  to  be 
adulterated”  after  “product”  in  the  title 
and  by  removing  the  comma  after  “meat 
food  product”,  adding  ”,  or  has  failed  to 
condemn  and  destroy  meat  food  product 
found  to  be  adulterated  as  required 
under  section  6  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  606),”  after 
“(21  U.S.C.  604  and  606)”,  replacing  “he” 
with  “the  Administrator”  after 
“subchapter”,  and  adding  “or  meat  food 
product(s)  found  to  be  adulterated”  after 
“condemned  articles”. 

137.  Paragraph  (b)  of  §  335.11  would 
be  amended  by  adding  “or  any  meat 
food  product  found  to  be  adulterated” 
before  “as  specified”  in  the  first 
sentence. 

PART  381— POULTRY  PRODUCTS 
INSPECTION  REGULATIONS 

138.  The  authority  citation  for  Part  381 
would  continue  to  read  as  follows: 

Authority:  71  Stat.  441, 82  Stat.  791,  as 
amended,  21  U.S.C.  451  et  seq.’,  76  Stat.  663  (7 
U.S.C.  450  et  seq.]. 

139.  Paragraphs  (b](26).  (27),  (28)(ii), 
(51)(ii),  and  (58)  of  §  381.1  would  be 
revised  to  read  as  follows: 

§  381.1  Oeflnitlont. 
***** 


(b)*  *  * 

(26)  Inspection  Service  or  Inspection 
Program.  “Inspection  Service”  or 
“Inspection  Program”  means  the 
organizational  unit  within  the 
Department  having  the  responsibility  for 
carrying  out  the  provisions  of  the  Act 
and  the  rules  and  regulations 
thereunder. 

(27) (i)  Inspection  Service  employee  or 
Inspection  Program  employee. 
“Inspection  Service  employee”  or 
“Inspection  Program  employee”  refers  to 
any  inspector  or  other  individual 
employed  by  the  Department  or  any 
cooperating  agency  who  is  authorized  to 
perform  any  Action  in  connection  with 
the  Inspection  Program. 

(ii)  Inspection  Service  supervisor  or 
Inspection  Program  supervisor. 
“Inspection  Service  supervisor”  or 
“Inspection  Program  supervisor”  refers 
to  an  Inspection  Program  employee  who 
is  delegated  authority  to  exercise 
supervision  over  one  or  more  phases  of 
the  Inspection  Program  at  a  designated 
level.  ^ 

(28)  *  *  * 

(ii)  Inspector  in  charge.  This  term 
means  an  Inspection  Program  employee 
who  is  designated  as  having  primary 
responsibility  for  Inspection  Program 
functions  at  a  particular  official 
establishment. 

***** 

(51)  ‘  *  * 

(ii)  Circuit  supervisor.  This  term  refers 
to  an  Inspection  Program  supervisor 
with  responsibility  for  supervising  the 
carrying  out  of  Inspection  Program 
functions  at  more  than  one  official 
establishment. 

***** 

(58)  U.S.  Retained.  This  term  means 
that  the  poultry  or  carcass,  or  part  or 
product  of  a  carcass,  of  poultry  so 
identified  is  held  at  an  official 
establishment  for  further  examination 
by  an  inspection  program  employee  to 
determine  its  disposal. 

140.  Paragraph  (b)  of  §  381.1  would  be 
further  amended  by  redesignating 
current  subpara^aph  (43)  as 
subparagraph  (43)(i)  and  adding  a 
subparagraph  (43)(ii),  and  by  adding  a 
new  subparagraph  (63),  to  read  as 
follows: 

§381.1  Definitiona. 
***** 

(b)*  *  * 

(43)  *  *  * 


*  Information  identifying  the  employees  who  have 
been  delegated  such  authority  is  available  from  the 
Administrator,  Food  Safety  and  Inspection  Service, 
U.S.  Department  of  Agriculture,  Washington.  DC 
20250. 
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(ii)  Further  processing.  The  term 
“furdier  processing”  refers  to  the 
conduct  of  any  processing  operation  or 
combination  of  processing  operations 
other  than  ones  whereby  poultry  is 
slaughtered  and/or  eviscerated. 

•  *  *  •  • 

(63)  Area.  The  organizational  unit 
within  the  Inspection  Program  reporting 
to  regional  offices  and  responsible  for 
the  supervision  of  one  or  more  circuit 
supervisors  and  for  providing  inspection 
coverage  for  establishments  within  a 
designated  geographical  area. 

§  381.3  [Amended] 

141.  Section  381.3  would  be  amended 
by  removing  and  reserving  paragraphs 
(c)  through  (e). 

142.  Section  381.4  would  be  amended 
by  revising  the  title  and  the  text  to  read 
as  follows  and  by  revising  the  Table  of 
Contents  accordingly; 

§  381.4  Inspection  of  products. 

The  Administrator  will  ensure 
inspection  of  products  is  conducted  by 
Inspection  Program  employees  as  is 
necessary  and  appropriate  under  the 
Act  and  ^e  regulations.  The  conditions 
and  methods  of  inspection  will  vary 
among  establishments,  depending  on  the 
nature  of  operations,  compliance 
history,  and  other  conditions  unique  to 
each  establishment.  The  conditions  and 
methods  of  inspection  will  necessarily 
change  from  time  to  time  to 
accommodate  advances  in  inspection 
techniques  and/or  changes  in 
establishment  operations.  Consequently, 
designated  Inspection  Program 
employees  will  determine  for  each 
establishment  what  inspection-related 
tasks  and  activities  are  appropriate,  in 
accordance  with  guidelines  provided  by 
the  Administrator  that  catalogue  all 
current  inspection  tasks  and  activities 
that  may  apply  in  various 
establishments  under  various 
circumstances.  Such  guidelines  shall  be 
available  for  reference  and  use  by  the 
official  establishments.  Assigned 
inspection  tasks  and  activities  will  be 
conducted  by  individual  program 
employees  as  directed  by  the  inspection 
program. 

143.  Subpart  B  would  be  further 
amended  and  the  Table  of  Contents 
would  be  revised  accordingly  by  adding 
a  new  $  381.8  to  read  as  follows: 

9  381.8  Frequency  and  manner  of 
litspection. 

(a)  In  establishments  processing 
poultry  products  at  which  inspection 
imder  the  regulations  is  required,  the 
frequency  with  which  and  the  manner  in 
which  poultry  products  made  from 
poultry  previously  slaughtered  and 


eviscerated  in  officicd  establishments 
are  examined  and  inspected  by 
Inspection  Program  employees  shall  be 
based  on  considerations  relevant  to 
effective  regulation  of  poultry  products 
and  protection  of  the  health  and  welfare 
of  consumers  and  be  determined  in 
accordance  with  this  section. 

(b)  The  determinations  referred  to  in 
paragraph  (a)  of  this  section  shall  be 
made  by  the  Inspection  Program  and 
shall  reflect  its  evaluations  of  the 
performance  and  the  characteristics  of 
such  establishments. 

(1)  In  assessing  the  performance  of  an 
establishment  the  following  factors  are 
appropriate  for  consideration: 

(1)  The  history  of  compliance  with 
applicable  regulatory  requirements  by 
the  person  operating  such  establishment 
or  by  anyone  responsibly  connected 
with  the  business  that  operates  such 
establishment  as  “responsibly 
connected"  is  defined  in  section  18(a)  of 
the  Act; 

(ii)  The  procedures  used  in  such 
establishment  to  control  the  production 
process,  environment  and  resulting 
product  in  order  to  assure  and  monitor 
compliance  with  the  requirements  of  the 
Act  and  the  rules  and  regulations 
thereunder. 

(2)  In  assessing  the  characteristics  of 
an  establishment  the  following  factors 
are  appropriate  for  consideration: 

(i)  The  complexity  of  the  processing 
operation(s)  conducted  at  such 
establishment 

(ii)  The  frequency  with  which  each 
such  operation  is  conducted  at  such 
establishment 

(iii)  The  volume  of  product  resulting 
frt}m  each  such  operation  at  such 
establishment, 

(iv)  Whether  and  to  what  extent 
slaughter  and  evisceration  operations 
also  are  conducted  at  such 

(v)  What  if  any,  food  products  not 
regulated  under  this  Act  or  the  Federal 
Meat  Inspection  Act  also  are  processed 
at  such  establishment  and 

(vi)  The  size  of  such  establishment 

(c)  The  Inspection  Program  shall  base 
the  conditions  and  methods  of 
inspection  coverage  of  operations  other 
than  slaughter  and  evisceration  in  an 
establishment  making  poultry  products 
from  poultry  previously  slau^tered  and 
eviscerated  in  official  establishment(s) 
on: 

(1)  The  history  of  compliance  at  the 
establishment. 

(2)  The  evaluation  of  the 
characteristics  of  such  establishment 
described  in  paragraph  (b)(2)  of  this 
section, 

(3)  The  control  procedures  described 
in  paragraph  (b)(l)(ii)  of  this  section. 


(4)  The  significance  of  potential  public 
health  consequences  of  noncompliance, 
and 

(5)  The  competence  of  the  person 
operating  such  establishment,  as 
indicated  by: 

(i)  Knowledge  of  appropriate 
manufacturing  practices  and  applicable 
regulatory  requirements; 

(ii)  Demonstrated  ability  to  apply  such 
knowledge  in  a  timely  and  consistent 
manner,  and 

(iii)  Commitment  to  correcting 
deficiencies  noted  by  Inspection 
Program  employees  and  otherwise 
assuring  compliance  with  applicable 
regulatory  requirements;  and 

(6)  The  availability  of  Inspection 
Program  employees. 

§381.27  [Amended] 

144.  The  first  sentence  of  the  text  of 

§  381.27  would  be  amended  by  replacing 
“his  supervisor”  with  “an  Inspection 
Program  supervisor." 

145.  Section  381.28  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  revising  the 
title  and  revising  the  text  to  read  as 
follows: 

9  381.28  Reports  of  violations. 

Inspection  Program  employees  and 
other  representatives  of  Ae  Department 
shall  report,  in  a  manner  prescribed  by 
the  Administrator,  all  violations  of  the 
Act  and  noncompliance  with  the  rules 
and  regulations  of  which  they  have 
knowledge  or  information. 

146.  Section  381.30  would  be  amended 
and  the  Table  of  Contents  would  be 
revised  accordingly  by  redesignating  the 
current  provision  as  paragraph  (a)  and 
by  revising  the  title  and  adding 
paragraph  (b)  to  read  as  follows: 

§  381.30  Ucsnsed  or  othsrwiss  authorized 
inspectors;  designation  of  supervisors. 

(a)  *  *  * 

(b)  The  Administrator  shall  designate 
Inspection  Program  supervisors. 

9381.35  [Amended] 

147.  Section  381.35  would  be  amended 
in  the  last  sentence  by  replacing 
“inspector  in  charge”  with  “designated 
program  employee.” 

9  381.36  [Amended] 

148.  Paragraph  (a)  of  §  381.36  would 
be  amended  by  removing  the  heading 
“Inspectors  Office.",  by  replacing 
“Service”  with  “Program”  and 
“inspectors”  with  “Inspection  Program 
employees"  in  the  second  sentence,  and 
by  deleting  “requiring  the  services  of 
less  than  one  full-time  inspector”  and 
adding  “Inspection”  before  “Program”  in 
the  thiKi  sentence. 
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149.  Section  381.37  would  be  amended 
and  the  Table  of  Contents  would  be 
amended  accordingly  by  revising  the 
title  to  read  as  follows: 

§  381.37  Conduct  and  schedule  of 
operations. 

150.  Paragraph  (a)  of  §  381.37  would 
be  revised  to  read  as  follows: 

(a]  Slaughter  and  evisceration 
operations. 

(1)  No  slaughter  or  evisceration 
operations  requiring  inspection  shall  be 
conducted  except  under  the  supervision 
of  an  Inspection  Program  employee.  All 
eviscerating  of  poultry  shall  be  done 
with  reasonable  speed,  considering  the 
official  establishment's  facilities. 

151.  Section  381.37  would  be  revised 
further  by  redesignating  paragraph  (b) 
as  paragraph  (a)(2),  by  redesignating 
paragraph  (c)  as  paragraph  (a)(3),  and 
by  amending  the  new  paragraph  (a)(3)  in 
the  first  sentence  by  replacing  the  words 
“importers  and  exporters”  with 
“conducting  slaughter  and  eviscerating 
operations”  and  by  removing  the  last 
sentence. 

152.  A  new  paragraph  (b)  would  be 
added  to  §  381.37  to  read  as  follows: 
***** 

(b)  Operations  other  than  slaughter 
and  evisceration. 

(1)  No  operations  other  than  slaughter 
and  evisceration,  requiring  inspection 
shall  be  conducted  except  under  such 
coverage  by  Inspection  Program 
employees  as  the  Inspection  Program 
determines  to  be  appropriate  to  assure 
effective  regulation  of  poultry  products 
and  protection  of  the  public  health  and 
welfare.  All  further  processing  of 
products  shall  be  done  with  reasonable 
speed,  considering  the  official 
establishment’s  facilities. 

(2)  Official  establishments  preparing 
poultry  products  will  establish  a 
regularly  scheduled  operating  period  for 
each  work  day  in  the  basic  workweek. 
Once  established,  the  scheduled 
operating  period,  and  mealtimes  and 
rest  breaks  within  the  operating  period, 
must  remain  relatively  constant  as  to 
time  and  duration  to  facilitate  the 
scheduling  of  inspection  activities. 

(3)  Official  establishments,  importers 
and  exporters  shall  not  be  charged  for 
inspection  service  that  is  furnished,  up 
to  12  consecutive  hours  per  day,  if 
provided  during  scheduled  operations 
conducted  between  the  hours  of  6:00 
a.m.  and  6:00  p.m.,  Monday  through 
Friday,  subject  to  the  provisions  of 

§  381.38.  Alternatively,  official 
establishments,  importers  and  exporters 
may  elect  to  establish  as  their  basic 
workweek  during  which  inspection 
service  is  provided  without  charge, 
subject  to  the  provisions  of  §  381.38,  any 


5  consecutive  8-hour  days  within  the 
administrative  workweek  Sunday 
through  Saturday,  excluding  the  lunch 
period,  except  that,  when  possible,  the 
Department  shall  schedule  the  basic 
workweek  so  as  to  consist  of  5 
consecutive  8-hour  days  Monday 
through  Friday,  excluding  lunch  period. 
The  Department  may  depart  from  the 
basic  workweek  in  ffiose  cases  where 
maintaining  such  a  schedule  would 
seriously  handicap  the  Department  in 
carrying  out  its  function. 

153.  Paragraph  (d)  of  S  381.37  would 
be  redesignated  "(c)  Approval  of 
schedules”;  and  would  be  amended  by 
adding  in  the  last  sentence  of 
subparagraph  (2)  “or  designated 
Inspection  Program  supervisor”  after 
‘inspector  in  charge”,  and  by  revising 
subparagraph  (3)  to  read  as  follows: 

(c)  Approval  of  schedules.  *  *  * 

(3)  Requests  to  operate  outside  an 
approved  work  schedule  shall  be  made 
to  the  designated  Inspection  Program 
supervisor  as  early  in  the  day  as 
possible  for  operations  to  be  conducted 
within  the  same  workday,  or  prior  to  the 
end  of  the  day’s  operations  for 
operations  to  be  conducted  at  the  start 
of  the  following  day:  Provided,  That  an 
Inspection  Program  employee  may  be 
called  back  to  duty  after  completion  of 
his  or  her  daily  tour  of  duty  under  the 
provisions  of  §  381.39(b)  of  this  part. 

§  381.38  [Amended] 

154.  Paragraph  (a)  of  §  381.38  would 
be  amended  by  replacing  the  clause 
after  “section;”  with  the  following  three 
clauses:  “outside  the  times  and  days 
specihed  in  §  381.37(b)(3)  of  this  part; 
during  an  approved  work  schedule  when 
operations  are  not  being  conducted  and 
reasonable  notice  thereof  has  not  been 
provided  to  the  program;  or  during  any 
operations  conducted  outside  a  work 
schedule  approved  under  §  381.37  of  this 
part  that  requires  an  inspection  program 
employee  to  work  more  than  8  hours  on 
any  day,  or  more  than  40  hours  in  any 
administrative  workweek  Sunday 
through  Saturday.” 

155.  Section  381.39  would  be  amended 
by  replacing  “Service”  with  “Program” 
in  paragraph  (a)  and  by  revising 
paragraph  (b)  to  read  as  follows: 

§  381.39  Basi*  of  billing  for  overtime  and 
holiday  services. 

***** 

(b)  Official  establishments,  importers, 
or  exporters  requesting  and  receiving 
the  services  of  an  Inspection  Program 
employee  who  is  called  back  to  duty  . 
during  any  overtime  or  holiday  period 
after  completion  of  his  or  her  tour  of 
duty  shall  be  billed  for  a  minimum  of  2 


hours  of  overtime  or  holiday  inspection 
serv’ice  at  the  established  rate. 

S  381.50  [Amendad] 

156.  Paragraph  (f)  of  S  381.50  would  be 
amended  by  addi^  “or  other  designated 
Inspection  Program  supervisor”  after 
“circuit  supervisor.” 

§  381-53  [Amended] 

157.  Paragraph  (a)(5)  of  S  381.53  would 
be  amended  by  replacing  “Inspection 
Service  inspectors”  with  “Inspection 
Program  employees”. 

158.  Subpart  H  would  be  further 
amended  by  adding  a  new  S  381.58a  to 
read  as  follows  and  the  Table  of 
Contents  would  be  revised  accordingly: 

§  381.58a  Tagging. 

When  an  Inspection  Program 
employee  identifies  any  equipment, 
utensil,  room,  or  compartment  as  “U.S. 
Rejected”  under  §  381.99  of  this  part,  he 
or  she  also  shall,  if  poultry  product(s) 
processed  using  such  equipment  or 
utensil  or  processed,  packed  and  held  in 
such  room  or  compartment  and 
remaining  at  the  official  establishment  is 
or  are  suspected  of  being  adulterated, 
identify  such  poultry  product(s)  as  “U.S. 
Retained”  under  §  381.99  of  tUs  part  for 
disposition  in  accordance  with  the 
regulations. 

§381.95  [Amended] 

159.  Section  381.95  would  be  amended 
by  adding  to  the  end  of  the  first 
paragraph  the  following  sentence: 
“Carcasses,  parts  of  carcasses  or  other 
poultry  products  not  condemned  but 
found  to  be  adulterated  by  the  operator 
of  an  establishment  also  shall  be 
destroyed  for  human  food  purposes  by 
one  of  the  following  methods.” 

§  381.99  [Amended] 

160.  Section  381.99  would  be  amended 
by  replacing  "inspector”  with 
“Inspection  Program  employee”  in  the 
Hrst  and  last  sentences. 

161.  A  new  §  381.102  would  be  added 
and  the  Table  of  Contents  would  be 
revised  accordingly  to  read  as  follows: 

§  381.102  Official  condemnation  tag. 

An  inspection  program  employee  may 
use  such  Tags  or  other  devices  and 
methods  at  an  official  establishment  as 
may  be  approved  by  the  Administrator 
for  the  identification  and  control  of 
poultry  and  poultry  products  found  to  be 
adulterated.  The  Adiministrator  has 
approved  a  paper  Tag  bearing  the 
legend  “U.S.  Inspected  and  Condemned” 
(Form  MP  )  for  use  on  poultry  and 
poultry  products  under  this  section. 

Such  Tags  are  official  devices  and  shall 
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not  be  removed  by  anyone  other  than  an 
Inspection  Program  employee. 

162.  A  new  paragraph  (d)  would  be 
added  to  §  381.105  to  read  as  follows: 

§  381.105  Export  certification;  marking  of 
containers. 

*  *  *  *  « 

[d)  Exporters  requiring  export 
inspection  services  provided  for  under 
this  section  should  contact  their 
designated  program  employee  or  the 
Export  Coordination  Division, 
International  Programs,  FSIS,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250. 

163.  Section  381.112  would  be  revised 
to  read  as  follows:  §  381.112  Official 
mark  for  maintaining  the  identity  and 
integrity  of  samples. 

The  official  mark  for  use  in  sealing 
containers  of  samples  taken  by 
Inspection  Program  employees, 
including  samples  taken  by  an 
authorized  representative  of  the 
Secretary  pursuant  to  section  11(b)  of 
the  Act  shall  bear  the  designation 
“Sample  Seal”  accompanied  by  the 
ofHcial  USDA  logo  as  shown  below. 

Any  seal  approved  by  the  Administrator 
for  applying  such  mark  shall  be  an 
official  device  for  purposes  of  the  Act 
The  Department  will  supply  such  device 
to  Inspection  Program  employees  and 
other  authorized  representatives  of  the 
Secretary. 


$381,132  [AnMnded] 

184.  Paragraph  (a)  {  381.132  would  be 
amended  in  the  first  sentence  by  adding 
at  the  end  before  the  period",  except  as 
expressly  provided  otherwise  in  this 
part,”  and  in  the  fourth  by  replacing  "the 
inspector-in-charge”  with  “a  designated 
Inspection  Program  employee”  and  by 
adding”;  and  a  copy  of  the  approval  of 
any  labeling,  including  any  labeling 
upon  which  generic  approval  is  based, 
shall  be  maintained  by  the 
establishment  in  which  it  is  to  be  used 
and  made  available  for  review  by 


Inspection  Program  employees”  at  the 
end  before  the  period. 

165.  The  title  and  paragraph  (c) 
introductory  text,  (1),  and  (2)  of 
S  381.132  would  be  revised  to  read  as 
follows  and  the  Table  of  Contents  would 
be  amended  accordingly: 

$  381.132  Labeling  to  be  approved  prior  to 
use. 

***** 

(c)  Approval  may  be  presumed  in 
certain  cases. 

(1)  Certain  labeling  may  be  used 
without  notice  of  prior  approval  by  the 
Standards  and  Labeling  Division  if  it  has 
been  reviewed  for  compliance  with 
applicable  labeling  requirements  by  a 
responsible  establishment  official  who 
thereby  may  authorize  use  by  that 
establishment  of  labeling  listed  in 
paragraph  (c)(3)  of  this  section: 

Provided,  that  the  labeling  conforms  to 
all  applicable  provisions  of  this  Part  and 
is  used  so  as  not  to  be  false  or 
misleading;  that  prior  to  use  the  label, 
together  with  a  transmittal  referencing 
this  paragraph  and  signed  by  the 
designated  establishment  official,  is 
mailed  first  class  to  the  Standards  and 
Labeling  Division,  Technical  Services, 
Food  Scifety  and  Inspection  Service,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250,  for  filing  and  audit;  that 
complete  records  of  such  label 
correspondent  and  any  related 
documentation  are  maintained  at  the 
establishment  in  accord  with 
$  381.175(b)(8)  of  this  subchapter;  and 
that  upon  written  notice  that  one  or 
more  establishment  labels  have  been 
found  by  the  Standards  and  Labeling 
Division  to  be  false  or  misleading  in 
some  particular,  the  presumption  that 
such  labels  are  approved  fails  and  all 
labeling  thereafter  will  require  express 
approval  under  paragraphs  (a)  through 
(d)  of  this  section  or  under  $  381.134 
imtil  the  cited  mislabeling  problem(8)  is 
resolved  to  the  satisfaction  of  the 
Standards  and  Labeling  Division. 

(2)  Information  concerning  previous 
Standards  and  Labeling  Division  label 
review  determinations  and  approval 
policies  will  be  made  available  as 
guidelines  to  all  official  establishments 
desiring  to  use  unapproved  lablels  under 
this  paragraph  (c). 

166.  Paragraph  (c)  of  §  381.132  would 
be  further  amended  by  revising 
subparagraph  (3)  in  the  opening  clause 
to  read  “Labeling  that  may  be  presumed 
to  be  approved  under  this  paragraph  (c): 
”,  in  subparagraph  (3)(iii)  to  remove 
from  the  proviso  “in  the  opinion  of  the 
inspector-in-charge”  and  “sufficiently”, 
in  subparagraph  (3)(iii)(E)  to  remove 
from  the  proviso  “inspector-in-charge  is 
satisfied  that  suficient”,  in  subparagraph 


(3)(iv)  to  replace  “inspector-in-charge” 
with  “designated  program  employees”, 
and  by  removing  subparagraph  (3)(viii). 

§  381.134  [Amended] 

167.  Paragraph  (b)(ll)  of  $  381.134 
would  be  amended  by  replacing  “the 
inspector-in-charge  assigned  to  that 
establishment”  with  “a  designated 
Inspection  Program  employee.” 

§  381.137  [Amended] 

168.  Section  381.137  would  be 
amended  by  replacing  “inspector”  with 
Inspection  Program  employee”,  adding 
“or  she”  after  “he”,  and  removing  “on 
file.” 

§  381.138  [Amended] 

169.  Paragraph  (b)  of  §  381.138  would 
be  amended  by  replacing  the  portion  of 
the  first  sentence  after  “inspector  in 
charge  at”  with  “an  establishment 
slaughtering  or  eviscerating  poultry  or 
an  Inspection  Program  employee 
designated  for  any  other  originating 
establishment.  Such  inspector  in  charge 
or  other  Inspection  Program  employee 
will  notify  Inspection  Program 
personnel,  in  accordance  with 
instructions  issued  by  the  Inspection 
Program,  concerning  the  date  of 
shipment,  quantity,  and  type  of  material 
to  be  received  by  the  destination 
establishment.” 

$381,139  [Amended] 

170.  Paragraph  (b)  of  §  381.139  would 
be  amended  by  adding  “or  she”  after 
“he”  and  replacing  “inspector”  with 
“Inspection  Program  employee.” 

§381.141  [Amended] 

171.  Section  381.141  would  be 
amended  by  replacing  “the  inspector  at” 
with  “an  Inspection  Program  employee 
designated  for”  in  the  first  sentence  and 
by  replacing  “inspector”  with 
“designated  Inspection  Program 
employee”  each  time  “inspector” 
appears  in  the  second,  third,  and  fourth 
sentences. 

§  381.145  [Amended] 

172.  The  title  of  $  381.145  would  be 
amended  and  the  Table  of  Contents 
would  be  revised  accordingly  by 
replacing  “examination  and  other 
requirements”  with  “requirements;  plant 
operated  quality  control.” 

173.  Paragraph  (b)  of  $  381.145  would 
be  amended  by  adding  “in  a  manner 
acceptable  to  the  Inspection  Program” 
after  “identified”  in  ffie  first  sentence, 
by  replacing  “examination  by  an 
inspector”  with  “reinspection  by  an 
Inspection  Program  employee”  and 
deleting  “by  the  inspector  in  charge”  in 
the  second  sentence,  by  replacing 
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"examination”  with  “reinspection”  in 
the  third  and  fourth  sentences,  by 
replacing  "The  inspector  in  charge”  with 
“an  Inspection  Program  supervisor”  and 
replacing  “the  program  employee”  with 
“Inspection  Program  employees”  in  the 
last  sentence,  and  by  replacing  “the 
Circuit  Supervisor”  with  “Inspection 
Program  supervisors”  in  the  first 
sentence  of  the  footnote. 

174.  Paragraph  (c)(4)  of  §  381.145 
would  be  amended  by  replacing  “the 
inspector  in  charge”  with  “a  designated 
Inspection  Program  employee.” 

175.  Paragraph  (h)  of  §  381.145  would 
be  removed  and  reserved. 

§  381.146  [Amended] 

176.  Section  381.146  would  be 
amended  and  the  Table  of  Contents 
would  be  revised  accordingly  by  adding 
“and  procedures”  after  “Sampling”  in 
the  title,  by  replacing  “Inspectors”  with 
“Inspection  Program  employees”  and 
adding  “or  as  may  otherwise  be  deemed 
necessary  for  the  efficient  conduct  of 
inspection”  after  “regulations”  in  the 
text,  and  by  designating  the  current 
provision  as  paragraph  (a). 

177.  Section  381.146  would  be  further 
amended  by  adding  paragraph  (b)  to 
read  as  follows: 

***** 

(b)(1)  It  is  the  responsibility  of  the 
operator  of  every  official  establishment 
to  comply  with  ^e  Act  and  regulations 
in  this  part.  To  carry  out  this 
responsibility  effectively,  the  operator  of 
the  establishment  shall  institute 
appropriate  measures  to  assure  the 
maintenance  of  the  establishment,  the 
acceptability  of  all  articles  used  in 
processing  poultry  products,  and  the 
processing,  marking,  labeling,  packaging 
and  other  handling  of  its  poultry 
products  strictly  in  accordance  with  the 
sanitary  and  other  requirements  of  this 
part.  The  effectiveness  of  such 
measures,  including  records 
documenting  such  measures,  are  subject 
to  review  by  the  Department. 

(2)  Official  establishments  shall 
furnish  accurate  information  to 
Inspection  Program  employees  on  all 
procedures  involved  in  further 
processing  of  poultry  product,  including 
product  composition,  and  any  changes 
in  such  procedures  that  may  affect 
inspectional  control  of  poultry  product. 

(3)  If  an  Inspection  Program  employee 
determines  that  a  procedure  or 
procedures  involved  in  further 
processing  of  poultry  product  is  or  are 
resulting  in  the  processing  of  poultry 
product  or  products  suspected  of  being 
adulterated  or  misbranded, 

(i)  All  poultry  product(s)  further 
processed  using  such  procedure(s]  and 
remaining  at  the  official  establishment 


shall  be  held  under  a  “U.S.  Retained” 
tag  for  disposition  in  accordance  with 
this  part,  and 

(ii)  The  official  mspection  legend  and 
other  information  required  by  Subpart  N 
of  this  part  shall  not  be  placed  on  such 
poultry  product(s)  or  on  any  poultry 
product  subsequently  further  processed 
using  such  procedure(s)  until  the  official 
establishment  has  corrected  the 
probiem(s)  with  such  procedure(s)  and 
an  opportunity  has  been  afforded  for  an 
Inspection  Program  employee  to  verify 
the  adequacy  of  the  corrective  action 
taken. 

§381.151  [Amended] 

178.  Paragraph  (a)  of  §  381.151  would 
be  amended  by  adcUng  “the  official 
establishment  shall  notify  the  inspector 
in  charge  or,  if  such  establishment 
further  processes  poultry  products,  the 
designated  Inspection  Program 
supervisor  as  soon  as  possible,  and” 
after  “establishment,”. 

179.  The  first  sentence  of  §  381.151(b) 
would  be  amended  by  replacing  “the 
supervision  of  an  inspector,”  with  “such 
Inspection  Program  supervision  as  the 
Inspection  Program  determines  is 
appropriate,”. 

180.  The  first  sentence  of  §  381.151(c) 
would  be  amended  by  replacing 
“supervision  of  an  inspector”  with  “such 
Inspection  Program  supervision  as  the 
Inspection  Program  determines  is 
appropriate.” 

§381.152  [Amended] 

181.  The  third  sentence  from  the  end 
of  §  381.152(a)  would  be  amended  by 
replacing  “the  supervision  of  an 
inspector”  with  “inspection,  in 
accordance  with  §  381.37(a]  of  this  part.” 

182.  The  last  sentence  of  §  381.152(b) 
would  be  amended  by  replacing 
“supervision  by  an  inspector”  with 
“inspection  coverage.” 

183.  Paragraph  (b)  of  §  381.175  would 
be  amended  by  adding  subparagraphs 

(4)  and  (5)  to  read  as  follows: 

§  381.175  Records  required  to  be  kept 
***** 


(b)  *  *  * 

(4)  Records  of  the  destruction  for 
human  food  purposes  of  further 
processed  poultry  products  foimd  by  the 
operator  of  an  official  establishment  to 
be  adulterated  and  destroyed  by  such 
operator  when  not  under  the  supervision 
of  an  inspection  program  employee. 

(5)  Records  of  labels  approved  for  use 
in  the  establishment  under  Subpart  N  of 
this  part. 


§381.180  [Amsnded] 

184.  Paragraph  (a)  of  §  381.180  would 
be  amended  by  adding  "and  other 
Inspection  Program  employees”  after 
“inspectors”,  deleting  “daily”  before 
“reports”,  and  replacing  “to  which  they 
are  assigned”  with  “at  which  they  are 
performing  Inspection  Program 
functions.” 

§381.182  [Amended] 

185.  Section  381.182  would  be 
amended  by  replacing  “the  inspector  in 
charge”  with  “inspectors  in  charge  and 
other  appropriate  Inspection  Program 
employees.” 

§381.196  [Amended] 

186.  Paragraph  (a)(2)(ii](c/)  of  §  381.196 
would  be  amended  by  adding  “official 
coverage  and  controls  for  all  other” 
before  “processing  of  poultry  products.” 

187.  Paragraph  (a](2)(ii](g]  of  §  381.196 
would  be  amended  by  replacing  “over 
condemned  material  until”  with  “for 
assuring  that  condemned  material  is.” 

§381.222  [Amended] 

188.  Paragraph  (d)(1)  of  §  381.222 
would  be  amended  by  replacing  “the 
Circuit  Supervisor  in  which  the 
establishment  is  located”  with  “a 
designated  Inspection  Program 
supervisor”  in  the  first  sentence  and  by 
replacing  “Circuit  Supervisor”  with 
“Inspection  Program  supervisor”  and 
adding  “or  she”  after  “he”  in  the  second 
sentence. 

189.  Paragraph  (d)(2)  of  §  381.222 
would  be  amended  by  replacing  “Circuit 
Supervisor”  with  “Inspection  Program 
supervisor”,  adding  “or  she”  after  “he”, 
and  replacing  “Labeling  and  Packaging 
Staff  with  “Standards  and  Labeling 
Division.” 

190.  Paragraph  (d)(3)  of  §  381.222 
would  be  amended  by  replacing  “Circuit 
Supervisor"  with  “Inspection  Program 
supervisor”  each  time  “Circuit 
Supervisor”  appears  in  the  first  and 
second  sentences  and  by  replacing 
“Labels  and  Packaging  Staff,  Meat  and 
Poultry  Inspection”  with  “Standards  and 
Labeling  Division,  Technical  Services” 
in  the  first  sentence. 

191.  Paragraph  (d)(4)  of  §  381.222 
would  be  amended  by  replacing  “Circuit 
Supervisor”  with  “Inspection  Program 
supervisor”  in  the  first  sentence. 

§381.302  [Amended] 

192.  Paragraph  (c)(1)  of  §  381.302 
would  be  amended  by  replacing  “the 
inspector  at  the  establishment”  with  “a 
designated  Inspection  Program 
employee”. 

193.  Paragraph  (c)(2)  of  §  381.302 
would  be  amended  by  replacing  “the 
inspector”  with  “a  designated  Inspection 
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Program  employee”  in  the  third  sentence 
and  by  replacing  “the  inspector  at  the 
establishment”  with  “a  designated 
Inspection  Program  employee”  in  the 
last  sentence. 

§381.308  [AiTMndedl 

194.  Paragraph  (d)(l](ii)  of  §  381.308 
would  be  amended  by  replacing  “is  filed 
with  the  inspector”  with  “provided  to  a 
designated  Inspection  Program 
employee”. 

195.  Paragraph  (d](l)(iii)  of  S  381.308 
would  be  amended  by  replacing  “the 


inspector”  with  “a  designated  Inspection 
Program  employee”. 

196.  Paragraph  (dKl)(v)  of  §  381.308 
would  be  amended  by  replacing  “is  not 
on  file  with  the  inspector”  with  “has  not 
been  provided  to  a  designated 
Inspection  Program  employee”. 

§381.309  [Ammded] 

197.  The  first  full  sentence  of 

§  381.309(d)(l](vi)  would  be  amended  by 
replacing  “the  inspector”  with  “a 
designated  Inspection  Program 
employee.” 


198.  The  first  full  sentence  of 
§  381.309(d](2)(ii)  would  be  amended  by 
replacing  “the  inspector”  with  "a 
designated  Inspection  Program 
employee.” 

Done  at  Washington,  DC,  on  October  3, 
1988. 

Lester  M.  Crawford, 

Administrator,  Food  Safety  and  Inspection 
Service. 

[FR  Doc.  88-25418  Filed  11-3-88;  8:45  am] 
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Additional  information 

523-5230 

Presidential  Documents 

Executive  orders  and  proclamations 

523-5230 

Public  Papers  of  the  I^sidents 

523-5230 

Weekly  Compilation  of  Presidential  Documents 

523-5230 

The  United  States  Government  Manual 

General  information 

523-5230 

Other  Services 

Data  base  and  machine  readable  specifications 

523-3408 

Guide  to  Record  Retention  Requirements 

523-3187 

Legal  staff 

523-4534 

Library 

523-5240 

Privacy  Act  Compilation 

523-3187 

Public  Laws  Update  Service  (PLUS) 

523-8641 

TDD  for  the  deaf 

523-5229 

FEDERAL  REGISTER  PAGES  AND  DATES,  NOVEMBER 

43999-44166 . 1 

44167-44372 . 2 

44373-44584 . 3 

44585-44852 . 4 


CFR  PARTS  AFFECTED  DURING  NOVEMBER 


At  the  end  of  each  month,  ttte  Office  of  the  Federal  Register 
publishes  separately  a  List  of  CFR  Sections  Affected  (LSA),  which 
lists  parts  and  sections  affected  by  documents  published  since 
the  revision  date  of  each  title. 


3  CFR 


ProdamationB: 

5892  . 44167 

5893  . 44169 

Administrative  Orderr. 
Memorandums: 

Oct.  26, 1988 . 43999 

Presidential  Determinations: 

No.  89-1  of 

OcL3. 1988 .  44373 

No.  89-3  of 

Oct  13, 1988 .  44375 

No.  89-4  of 

Oct.  20,  1988 .  44377 

7  CFR 

272 .  44171 

275 .  44171 

301 . 44172 

760 . . 44001 

910 .  44002,  44585 

928 .  44551 

1610 . 44173 

1736 .  44174 

1944. . 44176 

1951... . 44177 

Proposed  Rules: 

34 .  44591 

300  . 44199 

919. . . . 44407 

948.— . — . 44591 

1106_. . — . 44593 

1709 .  44594 

1951 . 44013 

3015  . 44716 

3016  .  44716 

9  CFR 

11 . 44585 

78 . 44179 

Proposed  Rules: 

54 .  44200 

301  . 44818 

302. . 44818 

303 . -..44818 

305™ . 44818 

306  .  44818 

307  . 44818 

308  .  44818 

312 .  44818 

314 . 44818 

316  . 44818 

317  . 44818 

318  .  44818 

320 .  44918 

322 .  44818 

325 .  44818 

327 .  44818 

331 . 44818 

335 . 44818 

381 . 44818 


10  CFR 

1013 . 44379 

Proposed  Rules: 

2 .  44411 

20  .  44014 

21  . 44594 

50 _ 44594 

600 .  44716 

785 .  44602 

12  CFR 

229 .  44324,  44325 

552- . 44394 

Proposed  Rules: 

Ch.  V . 44436 

229-. . 44335,  44343,  44352 

522 .  44437 

613  .  44438 

614  . 44438 

615  .  44438 

616. . 44438 

618.. . 44438 

619 .  44438 

13  CFR 

Proposed  Rules: 

143 .  44716 

14  CFR 

39 _  44156,44160,  44180 

67 .  44166 

71 . 44145,  44586,  44587 

99 .  44182 

121 . 44182 

139 .  44588 

150 .  44554 

Proposed  Rules: 

Ch.  1 . 44202 

39 . 44163,  44610-44612 

71 . 44613 

1270 _ 44716 

15  CFR 

775 . 44002 

Proposed  Rules: 

24 . 44716 

16  CFR 

Proposed  Rules: 

13 .  44014 

433— . 44456 

17  CFR 

Proposed  Rules: 

230 .  44016 

18  CFR 

154 .  44004 

157 . 44004 

260. . 44004 

271 . 44007 
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381 . 

385 . 

. 44182 

44004 

388 . 

. 44004 

Proposed  Rules: 

292 . 

. 44458 

19  CFR 

111 . 

. 44186 

113 . 

. 44186 

Proposed  Rules: 

4 . 

. 44459 

101 . 

. 44459 

123 . 

. 44459 

148 . . 

aaiiRQ 

210 . 

. .  .  SAAM 

20  CFR 

404 . 

. 44551 

Proposed  Rules: 
218 . 

. 44477 

21  CFR 

177 . 

. 44009 

178 . 

. 44397 

312 . 

. 44144 

314 . 

. 44144 

558 . 

. 44009 

Proposed  Rules: 
801 . 

. 44551 

22  CFR 

Proposed  Rules: 

135 . 

. 44716 

226 . 

. 44716 

518 . 

. 44716 

24  CFR 

570 . 

. 44186 

Proposed  Rules: 

85 . 

. 44716 

813 . 

. 44288 

885 . 

. 44288 

888 . 

. 44616 

25  CFR 

102 . 

. 44010 

26  CFR 

Proposed  Rules: 

601 . 

. 44716 

28  CFR 

31 . 

.44366,44370 

Proposed  Rules: 
66 . 

. 44716 

29  CFR 

Proposed  Rules: 

97 . . . 

. 44716 

1470 . 

. 44716 

30  CFR 

56 . 

. 44588 

57 . 

. 44588 

700 . 

. 44356 

773 . 

..44144,44694 

Proposed  Rules: 
931 . 

. 44202 

32  CFR 

Proposed  Rules: 

279 . 

. 44716 

33  CFR 

110 . . 

. 44399 

Proposed  Rules: 
117 . 

. 44038 

151 . 

. . 44617 

155 . 

. 44617 

158 . 

. 44617 

34  CFR 

Proposed  Rules: 
74 . 

. 44716 

80 . 

. 44716 

757 . 

. 44578 

758 . 

. 44578 

36  CFR 

Proposed  Rules: 
251 . 

. 44144 

1206 . 

. 44716 

1207 . 

. 44716 

1250 . 

. 44203 

1254 . 

. 44203 

38  CFR 

36 . 

. 44400 

Proposed  Rules: 
43 . 

. 44716 

39  CFR 

111 . 

. 44187 

40  CFR 

52 . 

.44189,  44191 

180 . 

. 44401 

165 

. AAAOI 

186 . 

. 44401 

Proposed  Rules: 

30 . 

. 44716 

33 . 

. 44716 

52 .  44485,  44487,  44491, 

44494, 44495 

228 . 

..44617-44620 

42  CFR 

Proposed  Rules: 
57 . 

. 44496 

43  CFR 

Proposed  Rules: 

12 . 

. 44716 

44  CFR 

63 . 

. 44193 

64 .  44193 

PropoMd  RuIm: 

13 .  44716 


70 .  44010 

90 . 44010 

107 .  44010 

188 .  44010 

Proposad  RuIm: 

25 .  44617 

221 . 44206 

585 .  44039 

587  .  44039 

588  . , . 44039 

47CFR 

1 . 44195,  44196 

43 . 44196 

73 .  44197.  44198,  44404, 

44405 

90 .  44144 

95 . 44144 

PropoMd  Rules: 

22 .  44207 

73 . 44208-44210,  44502- 

44504 

80 .  44210 

48CFR 

307 . 44551 

332 .  44551 

Proposed  Rules: 

28 .  44564 

52  .  44564 

53  . 44564 

49CFR 

395 . 44588 

Proposed  Rules: 

18 .  44716 

571 . 44211.44623-44627 

574 .  44632 

50CFR 

20 .  44589,44695 

672 . 44011 

Proposed  Rules: 

33 . 44043 

611 . 44047 


LIST  OF  PUBLIC  LAWS 


Note:  No  public  bills  which 
have  become  law  were 
received  by  the  Office  of  the 
Federal  Register  for  inclusion 
in  today’s  List  of  Public 
Laws. 

Last  List  October  31,  1988 


45  CFR 

Proposed  Rules: 

74 . 

92 . 

603 . 

1157 . . . 

1174 . 

1184 . 

1234 . 

2015 . 


44716 

44716 

44716 

.44716 

.44716 

.44716 

.44716 

.44716 


31  CFR 

500 . 

515 . 


44397 

44398 


46  CFR 

31 . 


44010 


New  edition  now  available.... 


For  those  of  you  who  must  keep  informed 
about  Presidential  Proclamations  and 
Executive  Orders,  there  is  a  convenient 
reference  source  that  will  make  researching 
these  documents  much  easier. 

Arranged  by  subject  matter,  this  edition  of 
the  Codification  contains  proclamations  and 
Executive  orders  that  were  Issued  or 
amended  during  the  period  January  20, 1961, 
through  January  20,1985,  and  which  have  a 
continuing  effect  on  the  public.  For  those 
documents  that  have  been  affected  by  other 
proclamations  or  Executive  orders,  the 
codified  text  presents  the  amended  version. 
Therefore,  a  reader  can  use  the  Codification 
to  determine  the  latest  text  of  a  document 
without  having  to  “reconstruct”  it  through 
extensive  research. 

Special  features  include  a  comprehensive 
index  and  a  table  listing  each  proclamation 
and  Executive  order  issued  during  the 
1961-1985  period— along  with  any 
amendments— an  indication  of  its  current 
status,  and,  where  applicable,  its  location  in 
this  volume. 
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Charge  orders  may  be 
telephoned  to  the  GPO  order 
desk  at  (202)783-3238 
from  8:00a.m.  to  4:00p.m. 
eastern  time,  Monday-Friday 
(except  holidays). 


Expiration  Date 
Month/Year 


Master  Charge 
Interbank  No. 


Please  send  me _  copies  of  the  Codification  of  Presidential  Proclamations 

and  Executive  Orders  at  $20.00  per  copy.  Stock  No.  022-022-0011 0-0 


PLEASE  PRINT  OR  TYPE 


(Revised  10-15-85) 


